
Blood Substitutes Baxter Healthcare Corporaqon S47.270.5300
Route 120 & Wilson Road Fax: 847.270.5306
Round Lake, Illinois 60073-0490

September 15, 1997

Docket Number 95S-0158 9927 “97 SEP16 /!9 :49
Dockets Management Branch (HFA-305)
Food and Drug Administration
12420 Parklawn Dr. rrn. 1-23
Rockville, MD 20857

RE: Investigational New Drug Application #6859

Dear Sir/Madam:

.-.
In accordance with21 CFR $312.54 we are enclosing copies of information concerning research
involving an exception to informed consent. This includes information that has been publicly
disclosed by the IRB at R.A. Cowley Shock Trauma Center, Baltimore, MD, the IRB at Allegheny
University of the Health Sciences, Philadelphia, PA, the IRB at Memorial Medical Center, Inc.,
Savannah, GA, the IRB at Richland Memorial Hospital, Columbia, SC, and additional information
from Lehigh Valley Hospital, Allentown, PA.

The information from R.A. Cowley Shock Trauma Center includes the agenda (Attachment 1),
meeting minutes (Attachment 2) and a handout (Attachment 3) from a community meeting with
Concerned Citizens of Poppleton on April 9, 1997; an article regarding the community meeting that
appeared in a local newspaper, The Baltimore Sun on April 19, 1997 (Attachment 4); transcripts
from television broadcasts which aired on April 19, 1997 on two local stations, WBAL-TV(NBC)
(Attachment 5) and WBFF-TV(FOX) (Attachment 6); a letter to the editor of a local newspaper,
The Baltimore Sun, that appeared on May 2, 1997 (Attachment 7); a transcript from an interview
with the principal investigator and select IRB members that was broadcast on a local television
station, WJZ-TV(CBS) on May 2, 1997 (Attachment 8); and a press release (Attachment 9) and
resulting advertisement that appeared in four local newspapers, The Czly Paper (Attachment 10),
The Baltimore Afro-American (Attachment 11), The Baltimore Sun, and The Baltimore Times (not
included), In accordance with 21 CFR $312.54, this information is also being submitted to the
IND file.

Based on information received from the clinical site, the investigator and IRB achieved community
..-. > consultation by holding a community meeting (Attachment 1, 2, 3), and by printing advertisementsr,

that solicited communications from community members and provided information for contacting
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the principal investigator and the IRB (Attachment 10, 11).

The information from Allegheny University of the Health Sciences includes minutes from a
Community Consultation Meeting held on March 7, 1997 (Attachment 12), as well as a transcript
from this meeting (Attachment 13); minutes from a Community Consultation Meeting held on
March 24, 1997 (Attachment 14); a transcript of a local talk radio program, called “Medical
Frontiers” that was broadcast on WWDB 96.5 FM on March 26, 1997 from 8:00-9:00 PM,
featuring the principle investigator and the chairperson of the IRB (Attachment 15); a copy of an
announcement of community meetings (Attachment 16) that was posted in the Emergency Room,
outpatient clinics, and area health district offices, and also published in the following local
newspapers: The Roxborough Review (2 times), the Germantown Courier/Mt. Airy Tiines (4 times),
The Chestnut Hill Local (1 time), The Philadelphia Tribune (4 times), the Philadelphia Inquirer
City Zone/Philadelphia Daily News (4 times), The Philadelphia Inquirer -PA West (1 time), and
The Philadelphia New Observer (2 times); transcripts from these Community Meetings held on
April 11, 1997 (Attachment 17), April 16, 1997 (Attachment 18), and April 17, 1997 (Attachment
19); a letter that was posted in the Emergency Room, outpatient clinics, and area health district
offices, and also sent out to approximately 400 key community members in April, 1997
(Attachment 20); an article that was published in local newspapers, King oJPrussia Post, on April

_—
10, 1997, The Valley Item, on April 17, 1997, and The Fallser, on April 18, 1997 (Attachment 21);
an article that was published in a local newspaper, the Germantown Courier (Attachment 22); an
?rticle that was published in the Allegheny University Hospitals newspaper, InnerView, in April,
1997 (Attachment 23); an abstract submitted by the principal investigator to the EAST Association
(Attachment 24); and a copy of a public service announcement (Attachment 25) that was sent to
radio and television stations (list, Attachment 26). In accordance with 21 CFR $312.54, this
information is also being submitted to the IND file.

Based on information received from the clinical site, the investigator and IRB achieved community
consultation by holding various Community Consultation Meetings (Attachment 17, 18, 19), and by
including an 800 number on the advertisement for the community meetings that solicited
communications from community members (Attachment 16). In addition, a letter was sent to
various community members inviting them to attend the community meetings (Attachment 20), and
a public service announcement (Attachment 25) was sent to various radio and television stations
(Attachment 26) for public broadcast, which included an 800 number to obtain additional
information.,

The information from Memorial Medical Center, Inc. includes a press release (Attachment 27) that
was received by more than 45 surrounding area hospitals (list of hospitals, Attachment 28); an
advertisement that was published in a local newspaper, the Savannah Morning News, on August 1
and 3, 1997, and also distributed as a flyer to all of the hospital personnel (Attachment 29); an

— article that was published in a local newspaper, the Georgia Guardian, on August 1, 1997
(Attachment 30); a letter to the editor of a local newspaper, the Georgia Guardian, that was
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published on August 8, 1997 (Attachment31 ); a summary from a local television station, Channel
3, WSAV(NBC), disclosing details of the study that was broadcast on July 15, 1997 (Attachment
32); and a series of questions and answers that were available for use in response to any questions
received regarding the study or the product (Attachment 33). In accordance with 21 CFR $312.54,
this information is also being submitted to the IND file.

Based on information received from the clinical site, the investigator and IRB achieved community
consultation by publishing an advertisement in the local newspaper (Attachment 29), and disclosing
the study on a local television news broadcast (Attachment 32), both of which included a telephone
number established for soliciting communication from the public.

Public disclosure from Richland Memorial Hospital included informing hospital personnel through
various meetings, presentations, and administrative briefings; a notice that was faxed to hospital
physicians and also posted in physician lounges (Attachment 34); a copy of an article that appeared
in an employee newsletter, FOCUS,on July 3, 1997 (Attachment 35); a copy of the material
presented at the Columbia Medical Society/Executive Committee Meeting, which was attended by
chiefs of staff of other Columbia hospitals (Attachment 36); an article that was published in the
June edition of The Recorder, a Columbia Medical Society publication, that included a summary of
the study and provided a phone number for people to call with questions (Attachment 37); an

-—=
informational letter and package containing a summary of the study, trauma statistics and
information, and a question and answer sheet that was given out at the press conference, and also
mailed to special interest groups, including minority leaders, business leaders, American Red Cross,
EMS, Medical Directors of 17-County Emergency Rooms, USC Vice Chairman of Research, area
Clergy, South Carolina Medical Association, DHEC EMS Division, SCOPA, and Columbia
Police/Richland County Sheriff (Attachment 38); a copy of a news release that was given out at the
press conference and also mailed to media who did not attend (Attachment 39); a copy of an article
that was published in a local newspaper (Attachment 40); and copies of news clips that were
published in local newspapers, the Morning News, and The Post& Courier, on July 9, 1997
(Attachment 41). Two local radio stations broadcasted interviews with the principal investigator;
one local radio station provided an opportunity for listeners to call in with questions about the study
protocol and product; three local television stations covered the press conference; the principal
investigator met with elected officials and different key concerned citizens to discuss the study; and
information about the study, as well as a copy of the question and answer sheet (part of Attachment
38) was distributed to participants in the Columbia Medical Society mini-internship program.
Finally, at the press conference, the principal investigator presented the research, it’s benefits to the
community, and local demographics, morbidity, and mortality statistics in the study patient
population. In accordance with21 CFR $312.54, this information is also being submitted to the
IND file.

Based on information received from the clinical site, the investigator and IRB achieved community
- consultation by providing a package containing study information to various groups with contacts

for additional information and inviting them to a press conference (Attachment 38); having face to
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face meetings with elected officials and other key community members; broadcasting interviews
with the principal investigator on local radio stations, which provided an opportunity for listeners to
call in with questions about the study; and holding a press conference which various groups were
invited including the news media where the study was presented and questions addressed. This
press conference was attended by 38 people.

Additional information from Lehigh Valley Hospital includes an agenda from a meeting between
the study investigators and the Hospital Liaison Committee for Jehovah’s Witnesses (Attachment
42). In accordance with21 CFR $312.54, this information is also being submitted to the lND file.

The submission has been organized as follows:

R.A. Cowley Shock Trauma Center
● Attachment 1: Agenda for a community meeting
● Attachment 2: Minutes from the community meeting
● Attachment 3: Handout provided at the community meeting
● Attachment 4: Article that appeared in a local newspaper
● Attachment 5: Transcript from a local television broadcast

_—_
● Attachment 6: Transcript from a local television broadcast
● Attachment 7: A letter to the Editor of a local newspaper
● Attachment 8: Transcript from a local television broadcast
● Attachment 9: Press Release
● Attachment 10: Advertisement that appeared in a local newspaper
● Attachment 11: Advertisement that appeared in a local newspaper
Allegheny University of the Health Sciences
●

●

●

●

●

●

●

●

●

●

●

●

●

●

✍ ✍✎ ●

Attachment 12: Minutes from a Community Consultation Meeting
Attachment 13: Transcript from Community Consultation Meeting
Attachment 14: Minutes form a Community Consultation Meeting
Attachment 15: Transcript from local radio program
Attachment 16: An advertisement announcing Community Meetings
Attachment 17: Transcript from April 11, 1997 Community Meeting
Attachment 18: Transcript from April 16, 1997 Community Meeting
Attachment 19: Transcript from April 17, 1997 Community Meeting
Attachment 20: A letter sent to key community members
Attachment 21: An article published in local newspapers
Attachment 22: An article published in a local newspaper
Attachment 23: An article published in the Hospital newspaper
Attachment 24: An abstract submitted to the EAST Association
Attachment 25: A public service announcement
Attachment 26: List of radio and television stations that receivecl the public service
announcement
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Memorial Medical Center, Inc.
● Attachment 27: Press release
● Attachment 28: List of surrounding hospitals that received press release
● Attachment 29: An advertisement published in a local newspaper and distributed as a flyer to

the hospital staff
● Attachment 30: An article in a local newspaper
s Attachment 31: A letter to the editor of a local newspaper
● Attachment 32: Summary of a local television news broadcast
● Attachment 33: List of questions and answers regarding the study and the product
Richland Memorial Hospital
● Attachment 34: Notice that was faxed to hospital physicians and posted
● Attachment 35: An article that appeared in a hospital newsletter
● Attachment 36: A copy of the material presented at a Committee Meeting
● Attachment 37: An article that was published in a Columbia Medical Society publication
● Attachment 38: Informational letter and package that was given out at the press

release and mailed to special interest groups
● Attachment 39: A news release
● Attachment 40: An article that was published in a local newspaper
● Attachment 41: News clips that were published in local newspapers
Lehigh Valley Hospital
● Attachment 42: Agenda from a meeting

If there are any questions concerning this information, please contact me at (847)270-53 13.

Sincerely,

‘~%a$&k ‘U&’V%flW~.,
Director Regulat&y Affairs
Blood Substitutes Program

.
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INSTITUTION REVIEW?30ARD(IRB)
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AGENDA

April9, 1997 -7-8 pm.
1010 W. BahimoreSzreeZ

Concmed Citkmjs of Popplaon

—

1., Welcome and Introduction
Rev. Robtion

II. UMAB-m Resear&Smunary
PauIFishmq M.D.-

----

III, QuestionandAnswer Period

N’. Emergenq ResearchStudy
=%.-.

v- Wmp Up Disctxssion/Quation & Answer



w

.f



00WHKJO02

#029i’l14PI:Dr, Gem
“THE EFFICACY TRIAL OF DIASPIRN CROSS-LTNKEDHEMOGLOBIN(DCLHb.
tm) IN THE TREATMENT OF SEVERE TIUWM.ATICHEMORRFWGICSHOCK’

COMMUNITYCONSULTATIONMEETINGMINUTES:

TheCommunityConsultationmeetingtookplaceon Wednesday,April 9th. This meeting

—

is in conn~”on with the recentlyimplementedFDM3PRRregulationsregardingwaiver
of informed consent for emergencyresearch.

Themeeting w hostedbythe Board of Directors of ‘ConcernedCitizensfor Poppkton’
of which Rev. Robinso~ the IRB CommunityRep, is President.UMAB representation
included Dr. Fishm~ IRB Chair, Dr. Gens the PrincipalInvestigator for the emergency
resurch and IRB stti.

Dr Fishman provided an overview ofUM.AB, the IRB andresearchactivities. Dr. C&s
provided a detailed descriptionof the emergencyresearcl+a newhemoglobmproductfor
subjectspresentingat ShockTraumawithseverebIoodIoss.

Therewasconsensusbymeetingpartkipantsthatthe studywasanimportantone and that
the studyshouldbe conductedevenifiuformedconsentcouldnot be obtained.Dr. Gens
ayeed to provideitcopyof the publicnoticeto the groupfbr theirirdbnnation.
Recommendationwasmadethat the nc&e appearintheBaltimoreTimesand CityPaper
in addition to plansfor the Ba!&noreSunto ensurebrwder ooverageof thepubiicnotice.

Dr. Gemwillprovideperiodicupdates of the status of the studyregarding subjects
enrolled, interimresuks and other relevant information.

The groupquested that informationregading the dcrnogmphicsof shocktrauma
patientsbemadeavailabIeto them on a pedodicbasis.

Additionalissuesraisedduringthe meetingrnoludedthe needfor broader00IIUXW@-- -
repreaentadono? @ U@to ensurethat ‘communityrepresentation’is moreinclusive.
The groupvoicedcioncemthat a needdns fix didogueofUMABresearchactivitksin
generalso that theyare knowledgeableaboutresearohactivhitxthat impactmembersof
the community.Dr. Fchtnanaclmow!edgedbothofthese areasandagreedto reviewand
consideradditionalmembersto the XRB.
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EMERGENCY RESEARCH CONSENT WAIVER.

WHAT:

How:

-

8

9

The FDA and HHS havecombinedc&ortsand finaked federal
rcgula~ionsallowingfor waiverof informedconsentfor subjects in
emergentcircumstancessuchaStraumaand headinjury ‘

J3ective November,1996

Response to growing conccms that previous regulations, were
making high quality research in emergency circumstances IMIcuh or
impossible and also prevemedsubjectsfi-omreceivingthe benefitsof
newtherapies

Oncethe IRB has reviewedandapprovedthe study designand
determinedthat the researchprovidesthe prospectof directbe.dt to
subjectsand that obtainingMormcdcmseat is not posdble because

subjectsare in a M4reaterdng situ~”on

subjecrsare unconsciousand cannotgivetheir Monncd mnsent

the intcnmntionmustbegivenbeforeconsenttim fhily

meniberscan be obtained

.-

WHATELSE: In exchangefir the waiverofinfbnned COIX* ~~OXI~ - -
protectionsoftho rightsandweMtrcofs@jects must Yakeplace.
Theyinclude

● Gdtitiontititie m_ti~@k**dtitidtie

subjectswillbe drawn. For 10CZ4commuoity-mange throughthe IRE For a disease

related wnmumty“ (canoer)local chapterOfdiseasenowprofitgroup (American w

CancerSociety)maybesubsdtutedwithIRB approval.

● PubIicDisclosureof researchprogress andresuhq and

. Establishmentof an independentdata safktymonitoringcommitteeto exercise

oversight

F-YUSERJBWMU3WANERFAXSHEET.DOC(03/9n
,..... . ..-+...,.,.. ,.
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:roubling kind of work..’
Capia.n is particularly con-

:emed that the revised FDA regv.
ations arc vague concerningpub.
iC notification.

TtJc regulations auow pubhc
mnotmcement. even newspaper
idvettl$cmenfi, to substitute for
nformcd consent — the principle
)f asking prospective participants
fthey want to bc part ofa medical
xperirnent and fully informing
hem of the risks and benefits be.
3re they enrotl.

The difltculty in giving ade-
Uate public notification wasobvi-
us April 9. when Fishman end Dr.
)avid Gins, ah assismntprofes-
x and a surgeon at Shock Trau.
la. met with residents ofthePop.
Ieton neighborhood in
outhwest Baltimore coannounce
>enew regulations.

~ doctors said the university
ad determined that Poppleton.
hich is aoross Math I+uther

!:q::g::$:xt~;;;.
>’ ‘s “community’. in tcnm

.Ung the federal scauiw
eut for notification. They also
dd an advertisement spelling out
w rules change would run in The
ht.
‘This is the anly community

xmp wc know: FNvnan UM
)mtntmky representsthcs in W.
lonse to a question about why
her community groups hadnl
*n contacted.
$everat of the dozen or so pco.

c attending the rncctingof Cow
mcd C!ttizensof Poppieton said
mck Trauxna officiaisneedto go
greater lengths to notify the

oadercommunity. includingad.
easingother comrumity groups.
nntng ads in free newspapers

.

Lhat more poor people would read
and adding people from the com-
munity to the board that governs
unjver$ity medical research,

Gens said publjc notification
was 2 key subject at two meetings
Ofsome 40 major medical cenbers
where the FDA ruics were dis-
cussed,

..At one of those meetings, I
stid. I’m from the Shock Trauma
Center in Ballimore.WhaL is my
community? We receive patients
from al) the differenl counties in
Maryland.even from D$laWarc.
WestVirginiaand Pennsylvania.
DoI haveto gotoeverycommuni-
tyin all these stales?”

“The answer was. ?Jo. you
don% You ~hould go LOcommuni-
ties that are closest to your hospi-
tal that your (board that oversees
research] feelsyoushould.””

POr the mOSdyAfrican.Ameri-
can audience at the Po@eton
rneet’~g,involuntarymedical teSt-

ing rsdsedthe specter of the noto-
rious Tuskegee Study, in which
pUbllc healthornciais,startingin
l.hc1930s.did not tcil poor. black
Aiabama men Lhey had syphills
xnd withheld a cur@when it was
d~$covered.

“When youlc lalking JII)OUL
shootings and $Labbings. you’re
tsdkingaboul young black males,
and we’d like 10iinow how mariy of
them wili be alWcted by this,-’said
the RCV. Edward S3. Robinson,
presidcnLofthe PopplcLongroup.

!?ishnaanand Gens tried to a+
lay group membcfs”fears. asaur-
ing them that only trem.rnents d-
rcady proved safe in human
testing wilf be used.No children or
pregnant womenwill beincJuded.

Fiihman saidthe university will
seek public comment on any Hu’
man expetimemstfon done under
the FDA’s new rules. 1( the corn.

munity opposes a specific experi-
ment, “’we’dhave 10 rethink it ...
maybe change the sludy..’

CapIan, the medicai ethicist,
said that instead of hking the ban.
the govemmenl should have con-
sidered issuing cards similar to or-
gan donor cards to people who
wish to receive experimental
trcatmenLs in the event of cata-
strophic illnessorinju~.

Fishm.an said such mcves his.
torical.iyhavenol proved practical
because few people wiiJsi~ up 10
be research subjects in the event
they need emergency Lreatmenl.

Medical researchers say the ban
on human experimentation wiLh-
out informed consent siowed de.
vclopment of therapies that couid
help vicLirns of heati attacks,
strokes and traumatici@xies.

The FDA said it tried to bah
ante patients” rights with the need
for new medical technologies.
“The rulesare put together in... an
ethically soundway,- said Donaid
C. McLeam. a FDA spokesman.

Five hospitals nationwide arc
ixe~ariwm W tbc fim to usc .
ticrnAssiL. the blood substitute
produced by Baxter lnLcrnelional
Jnc..in tilis i]hascofclinlcel Wiais.
It’sLhehnelphaseW’orcFDA ap.
proval. The drug isexpecledto ix. .
come available nrILioIMNy nrxt ‘
year.

Hem. fmisthas been uxtcci on ~

----.--’ ~--- -~.”

omnt uuru; me acve}op~.

his Concern for growth Coi
wiLh preseming St. Mich.
proposal. for townhouses
g]c.family residences, c:I
lower density than is DI
under cument county zoni
homes per acre comparc~
per acre - and he said IN
dcvciopment that would .
the town.

‘The time is right to PI
lhe nexL 20 to 25 yeal
Wadsworth. who grew up

tons Garden Farm and
nearby Royal Oak. ‘w 1
been concerned about i.
these controls set even b.
SL211 talking to develope I
have ccmLrols.”.

Careful management o
velopment could bring b{,
the town. said WadswoI
eMSiOnS a public park
propct%y and houses th:j
cnliance. not damage,
chacls. amb~ence,

Opponents sec it, dif
‘It% sickening.” Stid 1
Bridges. owner of Swu
Flowers.Antiques and
ibles,a S~.Mchaela shor
boils down LOpuregreed
ing to kifl this town.”

Yhc town hiStOfiC2~)
perccl![ growlh - it W(I’
!;kc..Dit?.move out end U“I
III som,?one 10 replace y{!
i{alwrt E. Hofmastcr, a u
tJcJll wi}o is leading the
chacis Preservation Coali[

There J3W2two main
SL. hiiclwe]s might want ;
that land.””Bird said. ‘Wr

700 people. 1[ is mtmarily hcmo. ~ troi how it M developed
globin. L)JCj)rotein that gives i don.{ annex it. develop,!

!blood its Coiorand carriesoxygen , be controlled by the coun?
through the bioodstreern. ! would generate additiomi

S!de effects inciude stomach i LyLsLxes,which the town n
cramps. a temporary yellowing of ~ St. Alkhaeis probabl
th~ skin and a red Ungc to the { bencfl from the dcvclo[.
urine, which occur as the hemO. i Hawon% Garden, said 1
globin rnoiecules break down.

I Smith. a town commissi[
Said Gens. ““wereaiiy beiieve [awn ucasurer. XLwou

I
we can save njorc ljvcs using this growth the town needs, al
new Lhei~py.- t.axrevenues, he said.
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Copyright 1997 The Baltimore Sun Company
The Baltimore Suo

April 19,1997, Saturday, FINAL EDITION
SECTION: LOCAL (NEWS), Pg. lB

LENGTH.1129WOr&

HEADLINE:Hospital’sexperimentdrawsworzy;ShockTraumaplans trial of new
therapywithoutsubjeets’OIQFDA loosenedits rules; Poppletonresidentssay facility
shouldpublicizetest more

BYLINE:MarilynMcCrave&SUNSTAFF

BODY:
Somegunshotand stabbingvictimstreatedat MarylandShockTraumaCenterwill

becomesubjectsin a medical experimentthat some peoplesayraisesseriousethical
issues.

—_ l%e experimentbegins next monthandis expectedto lastsix months,involve25
patientsand,doctorshope, save aboutthree lives.

Selootedpathts WNbe given a blood substitutecalledFIemAss~ which is made from
humanbloo~ ~tltelltiy -S iiiving Oxy&n to vitai Ot&lIIS and tiSeS blood
pressm fasterthan traditionaltherapiesof sait solutionsandbloodtrmsfusions.

No timewouidbe lostwhile biood-ma.tehingtestsweredonebecauseHemAssh canbe
@vento@ents withmy bkod type.

BYI’UIMQ*tid ti ShdCTrSUMtheUniversityof Ms@nd Medieai&~WII- --
becamethe first 100alhospitai b eQnfhmtthe ethioaidilanrnas of the U.S.Foodand
hug Admh&tnm“on’sHion last&ii to psxtiyiifi a 50-yearbanon involuntq medicai
testingon humansubjeota.

“Mhtititiwtih~W ti&a_pmj@~SWTm-
withoutthepatients’perrnhdonorM fiuniiie4permission”saidDr.PaulFishmaILu
prof=or of aeurologyandobirman of theuiversity boardW overseesmedixi
msosrcJL

A spokeswomanfor the Johns HopkinsUniversitySchoolof Medicinesaidresearchers
. therewill do humanexperimentationin the emergencyroomunderthe newrules, too, but

theyare still workingon preliminaryplans,
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The changeis restrictedto federallyapprovedexperimentsdoneon a limitednumberof
patientswhootherwisewould likely die. A ban remainsin effketfornon-emer-gen-cy
=@

Beforeenteringpatients in a tial, the hospital is requiredto attemptto reachtheir next
of kin to obtainconsentthat patients are unableto give.

Evenwithsuchguidelines,some medicalethicistsandothersare waryof using
unecmsciouspatientsin tests of experimentaltreatmentsafterthepatientsarewheeled
into emergeneyrooms.

Dr. ArthurL. CapIan,a medieal ethicist at the Universityof Permsylvaniqcriticizesthe
regulationsas “toobroadlytitten and too vague.This is not adequateregulationfo{this
sensitiveandtroublingkind of work.”

Capkmis particularlyooncemedthat the revisedFDA re@ations are v~e eonuming
pubiipn@%ation.

Theregulationsallowpublicamkouneemen$evennewspaperadvertisements,to
substitutefm informedeortsent- the principleof askingprospedvc participantsif they
wantto be partofs medioalexperimentand fidly idorming themof therisksandbenefits
before theyenroll.

The difficultyin givingadequatepublic notification was obviousApril9, when
FishmanandDr. DavidGens, an assistantprofessorand a surgeonat ShockTrau met
with residentsof thePoppletonrteighborhoodin SouthwestBaltimoreto announcethe
newR@llations.

l%e doctorssaid the universityhad determinedthat Poppleton,whichis acrossMartin
LutherKingJr. Boulevardfrom the universi@ medioaloomplq wasthe hospital’s .- --
-“community”in terms of meetingthefti requirementfir notification.Theyalso said
an advertisementspellingout the roles changewouldrun inTbe Sun.

~ is theOtdycommunity_ we know: Fishrnantcddeommuni~rqxesentatives
inresponse@a questionaboutwhyotheremnmunity~ups hadn’tbeencontxkd.

Severalof the dozenorso peopleattendingthemeet@ of ConeenA Citizensof
PoppletonsaidShockTkaumaof%ials need to go to greaterlengthsto noti~ the broader
eornrnuniq,includingaddresskg other Oommunitygroups,runningads in k
newspapersthatmorepoor people would read and addingpeoplefhm the communityto

—_ the boardthat governsuniversity medkal research.

Genssaidpublicnotificationwas a key subjeetat IWOmeetingsof some40major
medicalcenterswherethe FDArules were discussed.

, ..



“At one of those meetings, I said, ‘I’mfrom the Shock Trauma Center in Baltimore.
What is my eommuni~? We rwxive patients fiorn all the differentcountiesin Maryland,
evenfromDelaware, WestVirginia and Pennsylvania.DoI have to go to every
communityin all these states?’

“Theanswerwas, ‘No,you donf. You shouldgo to eornmunitiesthat areclosestto your
hospitalthat your [boardthat overseesresearch]feelsyou should.’”

For the mostlyMrican+merican audieneeat the Poppletonmeeting,involuntary
medicaltestingraisedthe specterof the notoriousTuskegeeStudy,in whichpublichealth
officials,startingin the 1930s,did not tell poor, blackAlabamamentheyhad syphilis
and withhelda curewhenit was discovered,

“Whenyou’retalkingabout shootin~sand stabbings,you’retalkingaboutyoungbkt.ek
male> andwe’dlike to knowhow many of themwill be affkctedby this,”saidthe Rev.
~ward G. RObinSOGptesidem of the Poppktc)n ~OUP.

FishmanandGenstriedto allaygroupmembers’f- assuringthemthatonly
treatmentsaireadyprovedsat%in humantestingwill beused.No childrenorpregnant

- womenwill be included.

Fishmansaidthe universitywill seekpubliceanmenton anyhumanexperimentation
doneunder&eFDA%newndes. If the communityopposesa specificexperimeu~“we’d
have to rethii itmaybechangethestudy.”

@h, the medid ethk@ said thatinsteadof lifting the bq the gov~mt sho~d
have consideredissuingcards similar to organdonorcardsto peoplewhowishto reeeive
-efl~ treatmentsin the event of catastrophicillnessorinjury.

Fishmansaidsuchmoveshistoricallyhave not provedpracticalbecausefewpeopieW[ --
signup to lx researchsubjects in the event they needemergeneytreatment.

Medicalmsearchem=y thebanOtl humanU@.lMti3t.iOIi Without ~OXTIICd consent

sloweddevelopnwntof thcmpies that couldhelp victimsof heartattacks,strokesand
tmumaticinjuries.

TheFDAsaidit tied to balanoepatients’rights with the needfornewrnedioal
tcchnolo@%.“Therulesareputtogethetin ILtIdhkdysoundWy,” saidDonaldC.
Mc- a FDA spokesman.

— Fivehospitalsnationwideare ~eparing to be the first to use Hem-Assist,theblood
substituteproducedby BaxterInternationalInc., in this phaseofcliniczdtrials.It’sthe
finalphasebeforeFDAapproval.The drug is expeetedto beeomeavailablenationally
rlextyear.

., ....! ..,., ”, -,-,
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HemAssisthas beentested on 700 people. Itis primarilyhemoglobin,the protein that

givesblood ik colorand ties oxygenthroughthe bloodstmaxm

Side effkts “includestomachcramps,a temporaryyellowingof the skin anda red tinge
to the urine,whichoccuras the hemoglobinmoleculesbreakdown.

SaidGas, “Wereallybelievewe can save more livesusingthis newtherapy.”

Pub Date:4/18/97

LOAD-DATE:April 21,1997
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April 19, 39s7
9:00-9:30 AM
WBAL-TV[NBC) Channel Eleven
Baltimore
11 Maws Saturday Morning

Dins l?ap~li, co-anchor:

A planned expedment at chock t=auma is eauing xome
concern this rmming. *cO*ng to a repon this merning
in the Baltimore Sun about two dcwen pathnte auffez.ing
from gunshot wounds e% 6tab wounds will become part of an
expeziuwnt to test a blood %eplacament itm called hnocyst
[sp), which experts say w2U help save lives. ‘NM tewt

come= after the Food and Drug Addniatration partially
lifted a ban on involuntary human testing.
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T?%nscr@
April 19, 1997
10:00-10:30 PM
WBFF-’JV(FOX) Channel 45
Baltimore
Fox 45 News at Ten

Jennifer Gilbert, co-anchot:

An experiment scheduled to bag2n next month at Shock
Trauma in Baltimore has sparked some ethical ques~icms.
The experiment involves g~ving gunshot and stabbing’victims
a blood substitute called hemoqst (sp). It’s made from
human blood, but it’s compatible w$th all blood types. The
debate is whether patients who likely will be unconscious,
~hould be given the blood mbst~tute without their consent.
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Patienta shouldn’t be tuted titbout consent

Pg. 12& LETTERS

W@19dtionofW hMMa&-motititi& utiti Skk
Trauma&mtcrattheUniversityof MarylandMedicalCenter.Doctors will use a blood
SUbStitl&+H+ on selectedpatientsWi&oUttheir consent ifthcy cannot
communicateand next of kin cannotbe locatedbeforethe blood is needed.

Provingthe useofthe blood substitutesto improveemergenq treatment is a worthy
** However,the trcadncntof patientsfir clinicaltrials without their consentor
knowledgecmsscs an ethical line.

It ~ IWtUIOU@l thOUght & been @VCllto b ~ticc Of #@’ x@ts and

possible altotnativewaysto P tbcw of thisbloodsubsdtutewiththepermissionof
— the patica%

I am arna2m&oonsickring the historic abuses of govcrnnm.t ucpaiments withoutthe
-~dti~n~~titiegov~ wodddma~ti
and a dkoussion with one mall communityto subtitute forpaticnt oanscnt

Evenif notificationof nextof kin to get consenimeansthe experimentwill take much
lqa*tie-*m@fik* @*wmW*y@paeti*Mof
thepatient

CharlesC!ulbdsoxl
Towson
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May 2, 1997
6:00-7:00 PM
WJZ-TV (CBS) Channel Thirteen
Baltimore
Eyewitness News

Vic Carter, co-anchor:

If you were injured in an accident and needed blood,
would you want the real thing or a new blood substitute?
It’s being tested right here in Baltimore. We’ll have the
story next in Health Watch.

******

Carter: Fake blood is what makes horror movies so
lifelike, but fake blood will soon be used in real life in
hospitals, one of them right here in Baltimore.

Health Watch reporter Xellye Lynn is here now with
details.

Kellye Lpn xeporting:

This month Shock Trauma is going to test artificial
blood products on ER patients, Vie. In tonight’s Health
Watch, Shock Trauma is one of the hospitals nationwide to
test the fake blood called Hemassi.st. Some doctors say its
the blood of the future. But critics say there’s too much
excitement and not enough facts known about it.

Kai Jackson explains the controversy.

Kai Jackson reporting:
. .

-.-

Car accidents, shootings, and stabbings. Different
kinds of trauma cases with one thing in common: the
victims need blood.

Dr. Paul Fishm= (Hospital Ethics Board): ~d trauma
victims were bleeding to death ~cause we ~ve to get them
oxygen to their brain and to the heart as quickly as
possible.

Jackson: And that can mean the difference between life
and death. So starting this month at shock Trauma,
doctors will give select emergency patients a new blood
called Hemassist. Scientists say it works faster than

. ... . . . .. . .. . . .
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regular blood.
00Q-000N4

F’ishman: It’s basically a hemoglobin solution- hurnarl
hemoglobin solution which has been stabilized so it does
its job, so that it delivers oxygen to the tissues.

Jackson: Heuiassist is a manufactured human blood. .” After
years of research, scientists were able to extract the
richly desired hemoglobin from the blood and eliminate the
need for different blood types. And now there’s FDA
approval to conduct an experiment with it.

Dr. David Gens (Shock Trauma): The best medical therapy
that we currently can provide them, many of them will
still die, will bleed to death and die.

Alfred Boyd (Concerned Citizen) : I read the article that-
how it would affect Baltimore city citizens.

Jackson: Doctors are quick to point out what Hemassist is
and does, but Alfred Boyd says he wishes patients who’ll
get it knew the same.

Boyd : Hemassist, again, I don’t know what it is. It
could be tainted. Who knows? It could be- it could be
anything. no knows?

Fishman: It has been treated so that there is no
possibility of virus particles such as the AIDS virus or
hepatitis viruses.

Jackson: Under the experiment, doctors are required to
seek consent to use Hemassist on patients. But if they
can’t get it and a life is in danger, the FDA allows
doctors to give the blood anyway. So does that make the
unsuspecting patients guinea pigs?

Reverend Edward Robinson (Hospital Ethics Board): In-- -
clinical trials such as these, when seven hundred people-
have already taken the medication, I woulti’t say that the
recipient would be a guinea pig. No, sir, I wouldn’t feel
that way at all.

Jackson: It remains to be seen whether Hemassist will
prove to be a wonderblood. But there are those who
believe not enough is known about this new product. NOW
doctors cringe at the thought of Hemassist being compared
to the notorious Tuskegee experiments. But while the
Tuskegee history is being reviewed, there are those who
believe that the introduction of Hemassist now is at best
awkward.

What concerns some is so many African Americans are
the victims of violence in Baltimore, and those victims
may end up at Shock Trauma, and may be more likely to get
Hemassist.

,,. ..! ,7.
..,.,..-
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I think the timing for this research is not
particularly good. I think that’s why it’s under a lot of
scrutiny, and I certainly wouldn’t want to see anything
such as what happened in Tuskegee happen here.

Gals : The whole reason to provide rhem, the whole reason
that we’re doing the research is to improve their -“
likelihood of survival, not to diminish it.

Sister Margaret Downing (Concerned Citizen): We’ll be
watching this as a community very carefully to see whether
this is- has some positive effects, the kind of positive
effects that they are saying to us will be coming forth.

Jackson: Kai Jackson. Channel 13, Eyewitness News.

Lynn: And the FDA is closely monitoring the Hemassist
trials. Findings will be available later.

Carter: Let’s assume for discussion’s sake that this does
become very popular and it is used quite a bit. Does this

mean that we will no longer need to go and donate blood?

Lynn : Well, according to Kai, no. He says that doctors
say it will not decrease the need for people to donate
blood.

Carter: Okay, thank you.
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Press release
BaltimoreSULBaldmoreTimes,CityPaper,andTheAfro-Americsn.

R A. CowleyShockTraumaCater
Studies New HemoglobinProduetfor SevereBlood Loss

TheR A. Cawley ShockTraumacenfcris oneof approximately 40
sires throughou~rhe Unhcd Sracesaskedto testa new blood substitute

~ pti~ *. SCVere blood loss (htnomic shxk.) lltis
h~@Obm SOIUU~,hOWIIaSDiaspii CrOSS-LinkedHemoglobin
(DCLHb~,k b~ &wIoped by BaxterHealthwt Inc. andk he
potential to treat and prevent the hsrndil side-cffecfsof severeblood
loss. ThesesideeffMs includelowMoodpresmre,severeillness OT
dearh.

TheU.S.Foodand hag Adminkmtion (FDA) basreeently developed
a set of guidelinesforemergencyre~ in which patientsareunable
ro give permission to participate. Due to the fact that traumalic
accideuts are audckn and unexpected, andat% carefidconsidcmionof
past re$e5Xh hlVOMrl$ -W. tie FDA hasruledthatthis$tUdy
canfixmsto thestrictgddcliies forexceprionti infimnedconsent.
Alongwithstrictrcgutatiomfix the implementationof this swdy,he
PDA reqniresthat the public be fstfonnedabousthisproductbeforethe
study COMIIIL%MXS.TOcemmkmiuttwithus on tis aqi~ p[eaae
contact

Vavidk~MD
RA. Cowky ShockTranmaCmer

?~lof’1

Baltil&’e, KD 21201
(410) 328-30SS

Forfisrthcrinfomwdondxxxrulesqula$ng rcscarcbwiti human
sub- contact the Imimional Review Board (IRB) at (410) 706-
S037.
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RA Cow!ey Shack
Trauma Center Studies

New Hemoglobin
Product for Severe

Blood Lows
7W RA Coudey Shock Trauma cmrtter is one cd
app@rnately 40 sites throughoutthe United
St8tes asked to testa newblood substitute
on @unts with sewre bloodloss(lurnon-hagic
shock). TNs hemoglobin solution, Iatown as
Diaspirin Crossl.inked Hemoglobin(DCLHOW),
has been dewetopedby BaxterHealthctxe, Inc.
andhasthe potenthltot featand*tthe
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ooo-ooooi9Community Consultation Meeting
March 7, L997

Minutes

Thomas A %ntor~ M.D. Dr. Jesse Gardner
Ruthann Dailey Reverend Florence Gelo
I-ah Rapposelli Ms. Roberta Ginsberg
B.J. Moore, R.N. Mr. Billy Sconniers
Sally Hilton Reverend Thomas Sligh
Serita Reels Mr. Le Roi Simmons
Mr. Darryl Davenport Mr. Charles Whiting
Officer Velrna Dean
Pastor William Marquand deETeyman

1. Presentation

The problem encountered by severely traumatized patient was introduced. The
potential beneficial aspects of DCLHb were reviewed along with the need to apply
the new FDA’s exception to informed consent for this study protocoL.-.

.
2. Community Issues

In general, community members voiced an overall “suspicion.” Though they are in
favor of being on the cutting edge of potentially beneficially therapy for this
population of trauma patients, they felt additional communication would be needed
to alleviate their basic feeling of suspiciom These suspicions specifically were as
follows:

a. The community now views Allegheny University Hospitals as-’’big-business” -
suspicious as to why this big business is now interested in their community.

● Reviewed previous outreach projects.
...

● Acknowledged that community activities should have been greater in
the past

b. Willrace, creed and especially color dictate avho is enrolled in this study?

___

● The entry miteria for the study was rdyiewed.
● The process of randomization once entrj, criteria have been met was

outlined. The concept that the research investigator was not able to
control who received or did not receive s~dy material WZIS well
received.
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Minutes
Page 2

c. Can the hospital overcome some of the negative impressions made to the
community due to less than efficient care provided in the past? Examples
cited were long delays in tie Emergency Center as welI as the outpatient
clinics. There was perception that the underprivileged or minority patient
population have been treated in a substandard f~tion.

● Acknowledged that we have work to do to improve all “service areas,”
regardless of race, color, creed or economic status of our patients.

d. Will the minorities be treated differently or bare the bulk of the
experimentation in this research trial such as was done in the past, especially
noting that Tuskegee experience. The community voiced clearly their
suspicion of the federaI government.

● I outlined the federaI guidelines and indicated that in 1997, the federal
government could never repeat the mistake they had done in the past
with the Tuskegee experience. This is largely due to efforts by
community spokespersons (like our community consultation members) ‘.
who would not allow that discrimination to occur.

e. The question of remuneration for this study~wasraised.

● I shared with the co~u.nity that remuneration was to the research
program in the Divisionof Traumato help fund additional research to
promote further advances in trauma care. No personal financial
benefits would be realized.

.-
--

f. we -community “voiced suspicion about financial benefit achieved by the
sponsor, Baxter HealthCare. lhey questioned the ownership of this company.

● Acknowledged that%e sponsor hopes to bring this drug to market
(where profits will undoubtedly occur).

g. Concern was raised that the investigators ~ould not truly represent the
community at large. The overall sentiment was that an individual of color
would be well received if supporting this research project. This counsel
strongly emphasized the importance of involving physicians of color.

,;

● Acknowledged md planned for subsequent meetings.

_—-
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Community Meeting - March 7, 1997

My name is Thorn Santora and I am one of the general surgeons in the hospitzd who has

dedicated my area of interest to the care of the severely injured patients. The reason that

we have asked you to come to talk with us today is to investigate your feelings about what

I think is a great opportunity to improve the care of our injured fellow community members.

What I would like to do is to go to a very short presentation of an investigative study that

we had the unique opportunity to participate in and then get some feedback horn the entire

group and get a feel for where we need to go.

Specifically what we want to discuss today is our intention to do a research study that

involves the use of a blood substitute for the treatment of patients that are severely injured.

We need to really talk about the issue that surrounds using this type of intemention in this

population of patients. Because of the injured type of patient population represents a

unique challenge to informed consent I suspect that

going to be so much about this drug per se but the

the conversation that we have is not

whole concept of informed consent.

What I would like to do in that regard is to review some new federal guidelines-that allow---

us to investigate potential exception to informed consent.

Person talks I cannot hear what she is saying

The drug that we are going to be looking out

.. blood cells that have expired in a sense that

— on the shelf somewhere between 35-42 days.

is called Diaspirin ???. It is made fkom red

when you give a unit of blood it earl only sit

For whatever reason the Red Cross or Blood

Bank does not have a need for that blood unit after that time it has to be either given to

a research laboratory or disposed of. So what this drug k that it k made from those red

klr. -A --11. .1
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h~doneis broken theredblood cell covefing orcoating of theredcells adeqosed the

molecules hemoglobin that actually carries oxygen. What we want to do is to look at the

use of this drug in patients that have severe trauma.

Why do we want to do research in this injured population? One-hundred forty thousand

(140,000) Americans die eve~ year as a result of trauma. Most of these patients die from

hemorrhage and when the bleeding is so severe that it creates low blood pressure or

hypotension the standard therapy that wepractice inevery hospital across the country in

1997 is associated with a 409%death rate in that particular patient population.

our estimation as health care providers is less than optimal and what we want

So that in

to do is to

study new intementions and new drugs that can be applied to this severely injured patient
—

population to try and improve the outcome.

Q: IS the death rate of 40% because of bleeding or is it that it combines the percentage

with other reasons for death?

A: The bleeding creates scenario where the organs do not get enough nutrients supplied

and as such they begin to fail. So people die of head injury for example that clearly k

encompassed into this 140,000 thousand patient population of people who ._die,-but of the

people who come bleeding and with a low pressure 40% of those people die because of the

bleeding.

Q:

A.

Do these people who die so so after resuscitation?

They have not had a timely enough of intemention that the intervention has not been#

adequate for whatever reason. .

Q: If it is not a timely enough intervention if it were a t~.melyintervention using the

current form of intemention would that decrease the 409’0.
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A: Intuitively you would think it would but unfortunately despite the fact that our

paramedics and our EMS systems have developed tremendously since the injured patients

are arriving in our emergency centers much faster then they ever have @s death rate seems

to continue to occur. It maybe that a good portion of those patients that would have come

in for low blood pressures if they would have languished out in the field for a longer period

of time are now coming in better shape and have stived. Nonetheless, we still have a

fairly consistent death rate from trauma and most of those deaths are related to the

consequence of bleeding even though the EMS service has in fact improved considerably.

Q: How has the emergency room service improved? We use to frequently hear horror

stories when the patient was lying out in the hall for hours without any care.

—_
A Well agai~ I think that in general patients that present with significant injuries are cared

in a timely fashion in most emergency centers. Now, of course, there is exceptions to every

rule but I do not think those exceptions influence these numbers to any appreciable degree.

What we need to do is to try and develop a strategy where we can use new intementions

which have shown promise in animal studies and in prior studies that may have-been done

in Europe and apply them to this patient population. I feel that we should do a better job

with this patient population then we are doing presently and though the interventions that

we talk about today are not like intementio.m of Penicillin back in the 1940’s that can

reduce the mortality considerably. What we are really talking about is reducing this

mortality maybe from 40% to 30$% You might say on the surface that does not sound like—-—_— . .

a lot but in fact with 140,000 Americans dying each year m“”~ result of that if we can save

an additional 10% we are talking about 35,000. As a whole for society these things would
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add up considerably.

Q:(Thorn) Why do we want to do a blood substitute study?

A:(Thorn) With the numbers that I presented the current therapy with ‘rapidly establishing

Ivs, giving patients salt water and blood transfusions we have mortalities that we just

described. In early operations we do not seek to influence that appreciably. This month

is Red

not so

Cross month and it has been Up and down with our blood supply. Right now we are

bad but in general we can always use more red blood cells. This type of therapy if

we could show that it has a benefit it might reduce our overall need for red blood cells.

The trauma patient population uses 3,000,000 units of blood red cells each year. It is a

tremendous burden on our Red Cross that is above and beyond the requirements for blood

for routine operations. If we can find a drug that can reduce that need we can tremendously

improve the overall health care system. Our purpose is to stabilize the patient from shock.

Presently we do that by trying to give crystalloid fluids or salt water, blood transfusion and

then early operation. What this drug will do is to potentially reduce an amount of blood

that we need to stabilize these patients. Eve~ patient in this study whether they receive the

medication or otherwise will receive benefit just by the mere fact that w.eMJI be watching

these patients more closely in terms of laboratory studies and how they respond to treatment

in general. If we can demonstrate that this drug has beneficial effect when we incorporate

that into standard practice we may be able to save the lives of many trauma patients.

Q:(Thorn) Who can be enrolled in this study? ,

—-= A:(Thorn) Any male or”non-pregnant female over the age 18. You might say why are we

saying non-pregnant female. Because this medication has not been studied and its effects

on the fetus have not been studied so we want to make certain that we do not do anything
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bad to our unborn children. We need to make certain that these patients have shock.

Shoclc means low bloodpressureor the effects oflow bloodpressure and then theyhaveto

have those findings due to bleeding. That bleeding can be either externally or internal

bleeding.

The study protocol is rather simple in and of itself. The study medication is as 1 described

to you. AU patients wilI get

just the salt water solution.

standard treatment whether that be operation, transfusion or

Whatever is necessary to try and stabilize them. In additio~

about 1/2 of the patients will receive the study drug. All patients will be watched for 28

days to see the effect of their inju~ on their outcome in terms of how well their organs are

functioning and ultimately whether or not they live or die.

To reiterate DCLHB or Diaspirin ?? hemoglobin is a blood substitute. It is made from red

blood cells that have no longer the capability of being used safely in a transfusion. The drug

is made by breaking the coating of the red blood cells and then cross-linking or

prelimerizing the medicine, the hemoglobi~ just so that it is stable in solution. The

interesting thing is that this medication carries o~gen as efficiently as our own red blood

cells do. The beneficial effect of this medication is not only because it C.MES oxygen but

it appears to normalize the blood flow to injured organs. Thereby it improves the most

important nutrient delivery oxygen to cells to try and decrease the effects of injury. In the

process of making this medication it is heated, filtered pasteurized such that this reduces

and eliminates the potential for viral transrnissiom lla~ is above and beyond the studies

___ that are done at the time that the blood is donated which as you aIl how they do a HIV

test and all of the viral tests to try and minimize that pote~tial, however, there is still a

small chance that there may be virus in that blood but this pasteurizing process should



eliminate that risk.

The potential effects of DCLHB is that it has been shown in animal

preliminary human studies that it universally increases blood pressure and

studies and in

for our trauma

patients that is a tremendously beneficial effect because the population that we have

targeted for this study are those that present with evidence of low blood pressure. This

medication will do that. It increases the supply of oxygen to the cells and normalizes the

flow of this important nutrient to the organs to try and minimize the effects of injury. In

a study in heart surgery patients this drug has demonstrated a reduction in the transfusion

requirements so that ultimately we may be able to stabilize these patients and reduce the

overall blood transfusion requirements even though the procedure these patient will gel

blood transfusions if the doctor states that they need to have blood transfusions.

medication does not preclude blood transfusion. The interesting thing is that because

Study

of the

coating of the red blood cell is removed in this process that coating is what is important in

the blood typing. Anyone can receive this medication. There will not be a blood reaction

to this medication because the reaction that occurs occurs because of the coating on the

blood cells but since that coating does not exist this can be used in any patient.

There are some downsides as there always is to anything. This medication will discolor the

skin and it will

introduction of

usually do that for a transient period of

the medication to about five days. The

time though shortly after the

appearance would be that of

jaundice but when we look at the effects of jaundice it is pmlly do to an abnormality of the

-. liver. Actually the liver of these patients or animals were normal and there was not any

evidence from a laboratory standpoint that there was a p~oblem with the liver and the

yellow discoloration is because the mediation is actually in the skin for a transient period
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of time. The medication when it comes out of the bottle is red and occasionally it is filtered

by the kidneys and will turn the urine red. ,Aga.in,that is a transient effect and has not been

problematic.

Q:(Thorn) Is this research safe? Because that is a key component to the real issue at hand.

The entire protocol that I have summarized for you has been reviewed and approved by the

US Federal Dmg Administration and they have given their okay. In the process they look

specifically at who is going to receive the medicatio~ what the benefits to that patient

population is and most importantly what is the risks of this medication. In weighing all of

those the FDA sees this protocol as being beneficial and not ris@.

DCLHB in the study medication has been used extensively for four years. The benefits that

I demonstrated to you are from those animal and human studies. It has been reviewed in

those human studies by hospital review boards that like the FDA have found the use of the

drug in the populations that it was used in the benefit outweighed the risk. Independent

experts and a safety monitoring board wiil be set up for this particular trial so that every

patient enrolled there results go this agency, a panel of experts that do nothing more then

look

it is

at the results of the study to see if the medication is having any untoward effects. I-f

they will shut down the trial. Likewise, if the study shows that the medication is

overwhelmingly beneficial, they will stop the trial as weil and recommend to the FDA that

this medication does not need to be studied arty further but can be approved because it has

been shown beneficial. With all of these reviews the process has been shown to have

..—_.
increased beneficial effects when compared to the risk.

To try and safe guard the community and the patient we ha~e an institutional review board.

It is called an IRB. It is a panel of scientists and lay people that look at each and every
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research study that is done in this institution and this board has reviewed our study protocol

and like the FDA before them have agreed that the benefits for this patient population far

outweigh the potential risks of the study. The research has been fully approved by the

federal government and the real issue at hand is the new guidelines by which we are allowed

to do this study. The medication is worth it. The real issue at hand here is that the people

we are trying to treat are so severely injured that they will not be able to participate in the

informed consent process.

Q: Is Baxter ?? asking you to do this research?

A. Yes they are

Q: Are we the only hospital doing this research?

A This is a multi-center trial that is going to be going on across the country. The only

approved site thus far has been in Allentown, Pennsylvania at the Lehigh Valley Hospital

but the next couple of centers that bring this ?? will be done in Delaware and Washington

DC but the studies centers are all over the country.

Q: Are you paid to do this study?

A. We get compensated in a reasonable fashion for what we do which goes into our ability

to do other research projects. So no one, like myself, I do not benefit personally.

Q: The hospital benefits?

A Correct. The hospital

investigate new treatments

and research programs benefits so that we can continue

for the care of injured patients. In my particular area

to

of

.. ... expertise that is what I do. 1 do not gain any personal benefit out of being involved in this

study. ,

The specific criteria for this new exception to informed consent. We use to do this all of

,. . ... .. ..”...”.
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the time when we did studies through the national institute of health. They realize that

occasionally patients could not give informed consent and there were very loose guidelines

as to when you can apply this exception to informed consent. If you got two physicians that

were not involved with the research project to agree that this patient qualified and it was

a safe enough intervention for the population at hand. It was very loosely done so tie

federal government, the FDA in particular, drafted guidelines that went through the house

and senate and ultimately through the president’s office that became effective November

1, 1996 and this is the exception to informed consent guidelines. What the specific criteria

to apply those exceptions you must have an intervention or a drug that shows benefit over

risk and that stands to reason. Someone is not going to be able to be giving consent

chances are if they were to give consent or be able to give consent if the risks outweighed

the benefits nobody would do that. The balance has to be towards benefit. Especially when

you are trying to use the exception to informed consent. The

informed consent process must be impractical. Clearly when you have a life threatening

condition the care of that patient is the utmost paramount importance and to sit down and

try to give informed consent which if it is truly going to be informed conseti: requires a good

.
30-45 minutes of interaction with the patient and/or their families. So that clearly is

impractical in this patient population. ~If you utilize the exception to consenq you will not

adversely effect the patients right meaning that when they wake up they are able to decline

further involvement. It is not going to put them in a po:i$ion where they feel like they have

_—. been inappropriately used. Lastly, the criteria states that you must have full disclosure as

soon as the situation is practical to inform patients that they,have been involved in a study

and full details of what that involvement is and what the risks and benefits of the protocol
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is.

Q(Thom): Why is this particular study an exception to informed consent.

A(Thom): Well clearly our most severely injured patients are not going to have a situation

where they can participate in true informed consent. Their life threatening situation makes

this totally impractical. Because trauma is totally unpredictable often times our severely

injured patients do not present to our emergency center with next of kin or legal guardian

immediately available and if this study medication is going to be effective it needs to be

initiated within 60 minutes of the patients arrival to the emergency center. So the practical

natures of this state that oftentimes our most severely injured patients do not have someone

who can speak for them. In that case the next of kin cannot participate in the informed

consent process either. If we did not have the exception to informed consent, we have a

large population of patients that we would have to use standard therapy on and accept the

fact 40910of those people would die consent will be obtained if it is feasible to do that

before the study medication is infused, that definitely would be done.

To summarize, this research project has a ve~ vulnerable patient population. Vulnerable

in the sense that they have tremendous, they have a high incidence of tiaving multiple

medical problems if they sumive and there suMval is not certain by any means. Forty

percent (40910)of them will die as a result of their injury. This medications seems in prior

studies to be safe and beneficial. Because of those two things we believe and I personally

believe that this medication has a very good chance of improving the survival of the patients

that I take care of everyday. To make this process work especially when we use the
-

exception to informed consent we really need to make our interaction between the hospital,

the review boards of the hospital, the doctors that care for patients and most importantly
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the community all on the same page. That we bow what our probIems are, we know what

we are doing about it and we all have the opportunity ~ovoice our concerns. That is really

why we are here to do today. I have been long winded and I am going to sit down and give

you the opportunity to share with us your feelings about this study, the “concept

to the informed consent and any other issues you would like to bring about.

of exception

Q: mat are the risks of the drug?

A: As 1 said, the most common risks

major risk of this drug is high blood

are the discoloration. That is not a big deal. The

pressure but, again, that is the effect that we are

shooting to get in this patient population. If I gave this dmg to you it would increase your

blood pressure.

Q: SO my blood pressure would get so high that I would then have a stroke.

A. Not usually. It has happened in patients. In fact there was one patient where they used

this drug in a patient who had a stroke and the blood pressure went up every time the

patient got the drug and ultimately the individual died from the stroke and the benefit that

was supposed to have been achieved that is you improve oxygen flow to the brain. While

this individual died horn this stroke and we could not say whether or nof that was made

worse by the high blood pressure. Clearly he had a stroke before and that is why he was

getting the drug. In the population that we are going to be looking at they come in with a

low blood pressure and the medication tends to make their blood pressure rise to normal

levels sometimes not even to normal levels depending qpon how severely the low blood

. pressure is. Even though that is an anticipated effect of the drug and occasionally we might

see a transient high blood pressure it is not expected to be @ten.

Q: How many people were studied so far?
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A: With this dmgthere has been 700patients that have been emolled inthiss~dy and as

I said ...

Q: Have they been all trauma patients?

A: No they have not all been trauma patients. Two-hundred of them were trauma patients,

another 200 were cardiac patients and there has been studies with renal failure and stroke

patients. The effects in those populations are all taken together the adverse effects have

been quite infrequent.

Q: will you give more information on the shelf life? What happens to ??

A: The reason the Red Cross does not use blood that has been on the shelf for a longer

period of time is that the blood levels even though the blood is cool and still metabolically

active, meaning that it still uses up ener~ in those sorts of things it becomes to affect

adversely the ability of the red cells to stay together so they break apart and that the Red

Cross feels risks of that is too high. In the process of making this drug DCLHB the problem

area is essentially stripped away. The coating of the red cell is totally removed so that you

are left with the important part of the red cell that being the part that carries oxygen and

that is maintained normal in this process. Stabilized and safe.

Q: Have they found any other successful uses for this blood that is lost?

A: People have been trying to make this type of medication for quite some time and the

trick again I am not an expert on the processing of the medication, the trick is to be able

to make it such that it remains stable and the cross-linking process that Baxter has been*

able to create here makes the hemoglobin stable. If it is pot stable, then it does not carry—_

oxygen well. This is the first drug where that stability has been created. This whole idea

of blood substitution has been going on for about 30 years.
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Q: Other folks have gotten to this point and have done a trial and it has failed?

A: Ithmnot gotten outoftimal s~diesbecause theeffe~ofthe medication tithout this

type of cross-linking has been adverse.

Q:

A:

Q:

This is the first one to step from animals to humans?

Correct.

What other area of concern is has there been any demographical look at the target?

Most trauma patients probably here in Philadelphia would be from a certain group such as

young black males? Have they been tested subjects? 1s there any safe guard to make sure

that sex is not a concern? Race and economics?

A: Again, 1 think that a study protocol outlines who can be involved in the study. Male or

.- non-pregnant females over the age of 18. They have to meet the entry criteria of being in

shock or having an effect of low blood pressure and they have to have evidence that they

are bleeding.

Q: what they have done to 700 people is that you look at that group and see if they have

met those criteria.

A We have not done that with 700 people. Seven-hundred people have been e_nrolled in

human studies they have not all been trauma patients.

Q: h that group do you have the demographics?
.:

A: 1 do not have the demographics.

Q: Can this be done double blind.
#

A: It is vexy hard to do this study doub!e blinded and the re~on being that the medication
.+====

is red and it is hard to administer something that is colored” and then truly be double
*

blinded. A a scientist that is the way you want to do things. So that there is no bias to
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anything. However, in this particular trial that is impractical and the reason it is impractical

is that as an investigator we want our investigation to go on separate horn the patient care

activities. In other words the premise of this study is that the trauma patient regardless of

who that individual is will get standard care and the only thing that is going to be different

is that some of them are going to get the study medicine so that there is going to be a group

of people that are going to be caring for the patient taking care of their injuries, doing eveV

thing to get them ready for operation if that is necessary or to evaluate the full extent of

their injuries. Those people are taking care of the patients and there is going to be another

group of people that will take care of the study. Whether the patient gets the drug and if

so that individual or individuals will administer the drug.

—_ Q: In my view in Philadelphia.

equal or white are!

A I do not understand why sir.

I can’t expect black child to get the same treatment as

Q: Because they ??? I mean just the way the society functions in the real. The same

treatment is not given to every patient and I can see a subjective group of people looking

and deciding which one will be tried on by the fact of that the hospital will ?’?and if you
--

mess ??? child you would have a serious law suit. If you mess with this child that might be

homeless or coming from broken homes they probably won’t be ???? I am not accusing

anyone.. I lived in this country for years.

& While I am not acknowledging that either but I hear you and I think that

(Another person)I do not mean to cut you off...a good exam~]e of what he is talking about
.

——-
here. I think that he is right on. Let takes the hospital here for example okay. Tuskegee

movie ???? and last night when I turned the TV I saw the sto~ of this black male ??

., ..,... . . . .
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Alabama and Mississippi. I saw that and both people even ?? More people have the

tendency to be something because some can make decisions. ???? Lets look at the hospital

here, I have been involved with the clinic here. I live in North Philadelphia. There is a

great mistrust of this hospital. For years I have been up here with doctors involved with

people here at this hospital because folks down there they are treated like dirt and

everybody that comes in black they are treated like dirt. Getting back to what he says now

with all going on and he is treated that way but it seems that in the hospital lacking trust

there is going to have to be some good public relations and I am glad to see you making the

first step by bringing community people here. I mean some good public relations.. I camot

speak for all of Philadelphia but most Philadelphians who bring this to the Allegheny West

community of North Philadelphia some questions are going to be raised with the atmosphere

of mistrust and that movie I saw last night about that the black men. I am glad to see that

you are going in this direction but I think before you go into this black community there has

to be a lot of public relations to be done because of lack of trust especially at this hospital.

We are not just not?? For the years that I have been in N. Phila. 15 years now, I was up in

Mt. Airy and my baby was born here. It seems to me that over the years it just-seem that
-..

the equal calm to this particular hospital and the hospital has got to be body line who you

are. Like I say eve~one is treated like dirt. Alright. This has to be a trust system built up

here to make this point. When poor people come you are talking about basically black

nudes in trauma. We saw ??/ high blood pressure in N. Phila. It makes me question about

that. The relationship of the hospital to the community and to come to us I am not saying

that it is not good but I do raise questions about bringing it to “us●who will be effected.

A: The genesis of what we are doing today is just that because you know the community

.. . . ....,,. ,, ,.,,
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capacity that I have, I have a very jaded involvement. I see patients when they are severely

ill. YOUhave a better understanding of the”community and that is exactly why we brought

you here and I appreciate what every one is saying. Let me respond to the concerns that

you have about the minority, underprivileged regardless of color, creed . You are right, in

the past they make up the majority of the people that would fit into a study like this. I

would say to you, however, the results that we have right now would suggest that if you leave

status quo 40% of those people are going to be dead. That is not acceptable to me and I

would think it would not be acceptable to the community at large. Now I think that we

have to be fair and that we have to convey that fairness to the community so that they do

not have the impression that they are guinea pigs or any other negative effect of being
——.

involved in this study, but if we

and our past experiences then

can’t do studies in this population because of our prejudices

we are not going to be able to move forward and make a

positive effect on this population.

(Person) Not just minorities but many of the studies in the past have singled out males with

the exclusion of females and they come Up with results but they can’t apply to everyone.

(Thorn) I agree with you.

(Another person) ????????????????????? I think you have to face reality. What you will

be facing. Before this became Allegheny Hospital nobody from Women Medical came

down to N. Phila to bring nothing to us. All of sudden now we found AUH has become a

big business and down at the bottom of the hill in N. Phila w; are cared for when the big

_——_ business comes around. What about they cared less because we came up from N. Ph~lahere
‘

before and we were treated like welfare people. When I brought my wife here to have my
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baby born until Ipulled outmy@rd and Ishowed theresident reverend doctor. Are you

a minister? Your wife in the school. You come over here while other black folks are still

sitting there. Al of sudden I am not talking”about ?? okay all of sudden that this is big ???

Clinic in the community that is something “wecould have used 15years ago. All of a sudden

you want to use a drug okay to include the community. My question is not against what you

are trying to do my question is that it seemed like nobody cared until this thing became big

business. NOWthese kinds of questions are being raised at the bottom of the hill. You

understand what I am saying. That is a very vital issue. While all of a sudden now here is

a big thing to give to the community when before all of this happened we were nobody at

the bottom of the hill.

A. I cannot answer that question and I think you are right. Maybe we should have been

doing this 15 or 20 years ago.

Q: I am not against the drug. The question is raised that why

Sally Hilton: Maybe we did not have the resources.

I say we need it, but I still have to raise questions when you come down to the big business.

I am not against the drug I say we need it okay but you say that you know nothing about

the community that raises ??. Here is a doctor who knows nothing about us.

(t?mother person) He said in the capacity that you lmow. He said that he sees them when
..

they are laying on the table half dead. But when I look up I still see a white doctor who

knows less about me from my community. That should not be ??. I am not against the

drug, I am not against the doctor but the flag goes up an; say hey look that’s what.. .
— happened in Alabama. Suspicion. This is what I am talking about. Suspicion has to be

b

eliminated in order for this to happen. I am not fighting. In order for this to happen it has
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to be dealt with.

(Another person) Ithinkthat iswhywe are here.

Exactly, that is why you are here.

(THOM) In response to that you are absolutely right. Physicians should be providers of

care which means reach out into the community, however, we also have a practical side.

There is 24 hours a day, 7 days a week. I have participated in the role that I have in the

community trying to promote bicycle helmet safety in our youngsters. I have been very vocal

about domestic violence what we need to do about it before we can begin to bring this

problem to the forefront so again ...

(Man) I am saying that when you come down you have to face reality. These things are

going to pop up and I am just saying it is best

to deal with him get it out so this thing will happen. If you do not do it it will never

happen.

(Sally Hilton) and that is why we need you here.

(Man) I have one comment and one question. I am Pastor DeI-Ieymand and I serve a

group in East Falls for 10 years. I live just down the street. I am not at the church in East

Fails. What you said I find very interesting and I am going to take a risk and tell you why.

Because the people in this community (the old timers) still refer to this place as Womens

Med. But I have heard just the opposite of what you said from members of my

congregation. They will say to me that I sat in the exnergen~ room for 1 hour because I
.

m wasn’t the right color (white). 1 always thought it was the reverse and now 1 here what you
4

are teliing me. 1 am just making a comment and I don’t doubt for one moment what you

. ..
. “<...

. . . . —.. ..-
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___ say I am just saying that I heard because I am white.

(Thorn) What I hear from both of

service.

(Women) We are all suspicious.

(Pastor) My other question is that

you is that we have “somework to do in providing better

this will show my stupidity as a lay person If a trauma

person comes in and they are a list of drugs in that person’s system or whatever does that

create an adverse effect on this procedure of this drug.

(nom) Again that is

various street drugs.

a common phenomenon that trauma patients often times come in with

The actual answer to that is that we do not Imow. It shouldn’t in the

sense that this rnedkation will offset the effects of bleeding. The patients who receive this

drug have to have eviclence of bleeding and low blood pressure. So if there is some other
—_

medication that could be causing or contributing somewhat to the picture how it will interact

with the medicine we do not know.

(Woman) 1 do not think that you are ever going to get rid of the suspicion that black

people or people of different color have towards the hospitals or whatever but I think that

it is imperative that people like you Reverend and everybody who has relatiom with their
---

cornmunity to go out and tell them what is going on because I agree with what you are

saying and everything and I agree to that you are never going to get rid of mistrust but if
....

people can have your reassurance that this is okay and that you should not be afraid or that

this is a safe thing it will definitely help.

(man) that goes without saying
s

.

. (Woman) I am just saying that if it k safe and you think that is safe could you support this,.
*

research project.

,. ..! -
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—- (Man) What I was wondering because of the mistrust is that you should go to the black

pastors and to individual churches. When I saw Rosewood I was reawakened. In society

like this and the government supports that stuff. They were paying for it, When you come

to a cornmutity I have the responsibility of my people to raise these kind of questions and

to be certain about these kinds of questions and to know where the doctor is coming from

and the hospital is coming

who would say I think that

on, how is it being appIied

and the people that I serve.

horn even with the change of big business. I am one of those

it is needed. When you come in I want to know what is going

and these are the kinds of questions to protect the community

I think that you are right. I think that wrong step would be not

to go to the community organization because they are political but to go to pastors and

those churches and get the black clergy to endorse it. Do you understand what I am saying?

(Another) Being political.

(Rev) Not exactly being politically but in my community it is usually the church that takes

the leadership. The people respect the church. There k a large number of people in
--

church on Sunday rooming. I think you should go to the black clergy to invite Rev.

Patterson and talk with him. I think this would be a good thing but that is just my opinion.

(T’horn) That is why you are here. I would I&e to make on$ comment to ??/ experience.

The government was clearly wrong and I think that anybody who is alive now realizes how
*

wrong that is and I think that change in the federal government and how they view ethics
.

— in general is in kwge part because of people like yourself that have been there to say now
8
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— being taken into consideration. Ithinkthat the federal government couIdneverrepeatm

experience like that just because of the community activitists like yourselves.

(Man) The system selection is ??. That is riot in the hands of some human that will say we

wdi give him some, no not that one. We have to trust this person. Is there any scientific

way? Everyone gets a number and it will be all number threes today etc.

(Thorn) The problem with the whole process of enrollment is that fortunately these patients

don’t come in every day because if they did we would have a lot more dead people that ??.

So the best I think that we can do is to have pre-established guidelines. This is what you

have to have to be considered for enrollment and if you have these things you do not fit and

it does not matter if you are President Reagan’s daughter or if you are my daughter. If may

not allay some of your fears but if my daughter should ever be in a situation like this I

would like to see her get this drug. That is probably not going to allay your fears about

looking and seeing well may be this person should have it and this person shouldn’t. It all

depends on whether you think this is a beneficial treatment and I my bias if you will in

reports that I have seen is that this is a beneficial treatment and if I could give it to
.-

everybody I would like to, but scientifkally I cannot do that because I have to see proof that

in human in this population it k effective. We have been tested by ?? for four years the fact
.,.

that you have something which may save a life. When you come to a hospital you want the

person to get better and the life to be saved. Re~ yellow, green or blue you want that

. person to get better. I think that the drug itself is something that should be used and used

—_ throughout the city in all hospitals.

Q: HOW come this hospital was chosen and not other hospitals.

., -...4 l,,.
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A. The hospital has been chosen because of our reputation as a trauma center. There are

other trauma centers in the city that have also been invited to participate in the study. For

example, UniV. of PA Temple, Einstein and my colleagues at those hospitals have just not

for whatever reason been as efficient at getting this study to this point. But yes it is not like

we are the hospital. I feel privileged to be involved in this study,

Q: As far as the issue ?? (PGH) generaI hospital ?? chose that hospital for studies because

in medicine if you chose a hospital we think but now we are not sure because it had the

worse cases there. It had the poorest people and the sickest people. So that would be the

hospital that was chosen to do the study because you had the worst of everything there.

A(THOM) YOU may be right 1 do not know. It was long gone before I came to
.

Philadelphia. Those large city hospitals also had the best doctors. The people that were

moving the cutting edge of science that is why the study was brought there. I am being

political here too.

(Man) But one of the things that happens is that the population that is tested would benefit.-

from the good things that come out of the test some of the paranoia would subside. The

problem is that the test and 4 or 5 people might die but something good comes out of it

then that population does benefit. Is there a guarantee.

(Thorn): There is never a guarantee.

(Man): Who owns Baxter?

(Thorn): I have no idea who o- Baxter. That is a good question. (Man): Is there a way

to get that information.

?!-,,,, ,,, --- ““”



.-. (Thorn): We could certainly try.

(Woman): We have no reason to believe that Baxter “is not on the same page as we are.

We have participated with them on sever~ studies not just this. We have had a lot of

success and this hasn’t been an issue but we can certainly look into that.

(Man): It would interesting to see who owns it. This hospital has changed quite a bit.

AUHiMCP not East Falls.

(Woman): I have to be involved in changing this sign on the front door so you can imagine

(Man): SO this hospital has changed ownership.

(Woman): Actually we have not changed ownership in 10 years. We have been with

Allegheny for 10 years.

(Thorn): We just changed the name.
—_

(Woman): The other part of suspicion ???. I use to work for a doctor and we did a study

with a diabetic drug and treated an old diabetic patients and I wonder if he did that study

because he owns stock in the company. There is that kind of suspicion.

(Thorn): That is not the case. That is too easy. Christine you have been kind of quite.

What are your thoughts

(Chris): I’m listening.

population.

on this? .-
--

The trauma patient that comes in will be mainly the trauma

(Thorn): It could be gunshot wounds, flank pains, falls, etc.

(woman): With the consent policy. This will be randomly done. ????

Cannot hear her. Will it be noted on their medical records that they were taking the drug.#

-- (Thorn): Yes

(Woman): ??? family members or themselves.

,,. , .’ ””--’ “
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(~om): unless the famiIy is present. If they are present, then we will check to see if

family is present and if so we will conform to standard informed consent. As I said often

times the situation does not alIow for that ideally you might have the patient do that

consent, however, if they have a blood pressure of 60 that event right there is coerced. You

can tell that patient anything and they are going to say of course fix me I am sick.

(Woman): I am going to give you a scenario of Friday night, 1:00 am you get a gunshot

victim who was shot six times in a

gets here it has been awhile. FIow

be when they come in?

particular area . It is definitely trauma.By the time he

would he be prepared? What would the determination

(Thorn): It is really the severity of their shock. If a patient comes in and is in shock and

there is evidence that the bleeding caused that shock because you could have a severed
-.

spinal cord and have shock but it is not from bleeding. This medication will fix that

problem. The vast majority of people that are injured that come in in shock are in shock

because they are bleeding. So if they are over the age of 18 and they are a non-pregnant

female we would find out simply by doing a urine test to check and see if they are pregnant

and there evidence of bleeding then that person is a potential for the study.. Now that

doesn’t mean that that individual will get the drug. They will say this patient meets the

entry criteria. You got to an area that has a bunch of envelopes and the first envelope on

the top is chosen and you open it and the envelope says study drug or it says placebo. It

is not blind that in the sense that we know what the patients will get but we do not know
#

what the patient is going to get before we enroll them. In other words, if the two of you. .
—_ came in I cannot sit here and say I am going to give Mr. ?? the study drug and I am going

4

to give Mr. Simmons the saltwater. I cannot do that. But if we both meet the study criteria

.,.,.. ... .,,s.
,, . . ...... .
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—-. Ireachfor oneerivelope and Ireachfor another envelope. Youmight both get the study

drug or you might both get salt water. The envelopes are identical.

(Woman): It is blinding.

(Thorn): That process is called randomization. Blinding really refers to something else but

in the sense it is blinding,

(Woman): Back to discrimination. Is there a possibility that women would be discriminated

against here because if you are coming in and you have to check to see if you are pregnant

and if you can’t check within the hour they cannot get the drug.

(Thorn): The test that is done to determine pregnancy literally takes 30 seconds. You take

a drop of urine, you put it on a glass slide

(woman): ??? bladder or something?
—

(T’horn): All of the patients in this process are getting their standard care and have a tube

placed into the bladder. It is one of the thing ?? ??

So that process even though it takes another step is done expeditiously. I do not believe

that women would be bias in this study.

(Man): What is the time frame for the study to begin? .-
--

(Thorn): The process that we are going through I would like to euphemistically say is our

community consultation. In the sense that what I had asked Szdlyshe was very good to
...

bring you together as key members of the community to just hear what the study is about

and what we had done we had put together some drafts how we could communicate this
s

.. study and our intentions to do this study to the community and what our initia~ thoughts
●

—_ were is that we would advertise in local newspaper and we would send out specific letters
4

of invitation to key individuals which we hope you will help us identify to inform of our

. . . ..-
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intention to have community meetings and the other thing that we would like you to help

us with is to try and identifj key areas in the community where we can have these meetings

where we can get the most amount of awareness.

(Ruthann): Maybe it would be a good time to talk about some of those different

communication kinds of things. My name is Ruthann Daily and I am from the hospitals

Communication Department. Essentially we want to be able to get your feedback on the

kinds of ways we should communicate to the members of your communities. What are the

kinds of things that we should do to let your community members know about this study and

we are not doing this study right now and that is something that I just wanted to make sure

that we are all on the same page about. We are not doing it and we want to get the

reaction before we decide at what point we are going to move forward. So I think that
-—_

some of you may have this. This is just a list of the communication activities that we want

to do. Okay. The very first thing that we want to do and I think what is essential is for us

to host community meetings, We want to go out into your community and I think your

suggestion of connecting with the churches is a great one. We will see you next week. We

would like to get your feedback on where we should go, the best places to be and whether

or not we should also

own environment and

--

invite peopie here or whether or not it is better to go out into your

meet with you and the community.

79? ’7?. . . . .

(Man): I think it would be better to come to the community. Then again I express the

.. church gatherings and not during the week but I would IiIceto ~ave a meeting like this right
.

_—_ after my church on Sunday morning when everybody is there. It ,is hard to get people to
4

come during the week. Now what I did before in a meeting. I had about 25o people in

,,, ... .,,, .,-, -
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church and I said that the pastor wants you all to say about 15-20 minutes. we till do the

benediction after. I invite the folks h we had a ve~ good meeting and eve~body was

concerned and got involved. Meetings durtig the week is rough but I think that even if you

talked to pastors?? during that service and we would like for all of you to stay at the service.

If you can get into deliverance and on fie I do lmow churches like my church, ?? church’s,

etc . The idea is Sunday morning I would introduce you to the congregation but at the

church. I think that that is the best idea.

! (Iluthann): That is a great idea.

(Man): I think that we need more written material.

(Ruthann): I would like to share some stuff with you.

(Man): Intellectual and scientific minds that are respected and we have Rev.?? here as one—_

of our most respected intellectuals. We want folks that we respect to screen this material

and if they say ???.

(Ruthann): If you have some folks that I can work with directly I think that would be great.

If you have any suggestions for me. In addition to hosting community meetings, we want

to be able to advertise those community meetings in your local newspaper so that everyone
--

is aware of when they are going on.

(Man): Flyers and so forth especially elementary schools because parents are more involved

there and they come in and children tend flyers home with them.

(Ruthann): I would like to pass out a draft of an advertisement. This is an ad that we

, would like to place in some of the local papers and there is a list here that I have made with

. Dr. Santora’s input of course, The Germantown Courier

,, ..., ,1,, .....”.,’-
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????

(Woman): I think it is important to go to high schools especially the urban ones around

here. ??????? You should have a doctor of the same color of the school so that people can

???

(Ruthann): That is a good idea we can definitely pursue that. I know that it is difficult to

just give your immediate reaction to the ad and when we connect at a later date we can get

some more feedback but this k the kind of approach that we think we are taking at this

point. Something to grab peoples attention. We are not going to be able to give them all

of the information in one advertkement in the newspaper but we want to be able to say thk

is what we are interested in doing, come in for more information. These are when these

meetings are.
—–.

(Man): With Allegheny West we have a community fair that was setup 3 or 4 years ago.

Alleg West does a terrific work. I think a booth would be a good idea. I think that when

a crowd is there around the stand and the dancing is going on it would be a good time for

the hospital to walk up and hold the crowd from the community and do a slight presentation

about this. -,-

(Ruthann): When is that event?

(Man): It is in June no date yet. I think to do that you need a large amount of people at

one time and then they can go to the booth for more information if the hospital would have

a booth.

. (Thorn): One of the things that I would like to focus on is that people are dying all the time

— and the sooner we can get this trial going the sooner we may be. able to benefit some of

those individuals. AgaiU I think that your input is tremendously valuable and what we

,!
,,.
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—
really need to do is to come up with a practical way of doing these things in a timely way.

There has to be some way of doing it in a period of time that is reasonable and the number

of events likewise “has to be fairiy reasonable because again I have patients that are our

community that I take care of and 1 have to continue to do that ???

Cannot hear

(Man): How many people do you have?

(nom): It depends on how much conversation is ??.

(Man): There is going to be a lot of conversation. ??????????

Movie and that is the category you might run into ????

(Ruthann): Present the whole scanner up front. You say this is what it is going to be.

(Man): Put the actual scientific data and the research that is being done. This is it and be_—__

as technical as you can in a newspaper. Folks can read it.

(another man): One thing that he mentioned that I think is very important that we found

this out is that the doctor here let us see some black faces make some presentations about

this. In churches you should uses doctors of color when we are having a meeting.

(Rutham): Forgive me I do not know your name but you mentioned about putting out
.-

information. IS this the kind of information?

(Man): No I am talking about the actual technical information. What is the drug? What

does the drug do? Have a picture of the cell you know how they do . You see where

oxygen is going the cell is like this, etc. People understand that give it to them and then

once they read it some wilI not understand but there are folks in the community will..

—.
understand it and they will say this makes sense. The facts are good.

(Ruthann): Actually I was not capable of understanding it. I do not have that kind of
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_—
background. We did this altogether and kind of worked it out so that it WaS easy to

understand.

(Man): Woftiis soudsgood buttietid of foUatmy church someofthem okayyOu

have to break it down.

(another man) there is some trauma nurses in the congregation who will understand this and

your congregation will listen to them but they need to lmow.

(Ruthann): We would definitely want to have Dr. Santora on different radio shows. We

sponsor one on WWDB that we have plans for Dr. Santora to be on at the end of the

month. Somebody said WDAS and we will definitely look into WHAT that will be really

valuable.

(Man): I think it would be good if you have a meeting with these organizations. One is
-.

called BUMP Black United Methodist Preachers. That is just a suggestion because you are

talking about ?? black clergy who are methodist in Philadelphia. The next thing is to get

in touch with Ralph ?? and then let him take you to the Black ??.

(Thorn): Obviously by your own suggestion you see the altitude project and the enormity

of this project as we try to reach the community. Because what really cogstitytes the

community. We know that we service the immediate area however our helicopters go 50

miles and any body from any where could be driving Route 1 and have a car wreck. So that

issue of community. What is the community is reaUy an important one for large cities like

Philadelphia. I think that we have to make the effort to try and be as broad in scope with
*

. our effort as possible and the suggestions “thatyou brought to the table are vexy good some

of which we had thought about others we had not. The input that you brought to me is

particukdy important and I appreciate that.



———. . (??) You have Constance Clayton in a part of this hospital. You are already in contact

with ???? which is a huge piece of this community. T’here are organizations that you are

working with now. Go internal and go through those organizations, You already have the

relationships.

(Woman): Are you a physician in research?

(Man): I work with young minds. I am the principle of Germantown High School.

(Woman): I do not mean to put you on the spot but what do you think of this drug and this

proposal. You suggested that he is somebody that he was somebody highly respected.

(Man): He is someone I respect.

(principle): I apologize for being late as it works in the schools there are emergencies and

I had a couple to handle. From what I heard I think that it is a fantastic idea, I think that
——.

it is a fantastic opportunity for this community to be on the cutting edge of something of this

scope. I think that those of us sitting here and those associated with the hospital ought to

be about the task of disseminating information and disseminating it in a manner that people

buy into what is happening, recognizing that this is an excellent opportunity and not

??guinea pigs but the fact is that it is life saving and that it is something that is going to be-.

widely disseminated in a short period of time. I think that we are doing the right things in

terms of strategy.

(Woman): You have no suspicion at all?

(Principle): Not at all.

.. (Man): I do have a suspicion but I think we need to taIk about that and work that out.

_—— Reality is reality. I have a suspicion because of who I am. I think we need to work those

things out as soon as we can but I am for the program.

,! .-,, ,,,.. --”-.
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(Ruthann): Do you have anything to add Dr. Santora?

(nom): Well again that I appreciate your time and input and the only last thing that I

would like to mk is part of the process of doing this exception to consent is after we do the

study and say the community supports our efforts and we as a community believe that this

is going to be beneficial and we go forward and do this study we are mandated by the new

federal regulations to bring this information back to the community as a wbole so not only

are we asking for input on how to get this information out to there but also once we have

what we set out to show good or bad it is going to go out to the community. Would you be

interested in being whatever that may be we are hopeful that this study can be completed

within 18 months. The idea is to e~oll 850 patients nationwide in 18 months.

(Woman): When are you starting?—.

~om): Again, it depends on what it takes to increase awareness to our community and

what we feel is the degree of the project that we have in flont of us. We need the

community because the feedback that I get from these meetings, from the community

meetings, horn the talk shows all of that information has to go through our hospital board

that reviews research projects and they are going to hear alI of the comments that have been

made today and they are going to have to decide as a representative of not only the hospital

but also the community at large does this serve our interest.
.,.

(Mm): What is next?

(’l%om): I thinkwhat we need to do is to take the information that has been brought on

the table today and put together..

—_
how you want to be involved, if

a package for disseminating that to our communities and

you want to be involved further.in that process I would

certainly welcome your involvement each and every one of you and the process will have

.!, ,, ,,-. ,. .
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to be fed back once we actually go into the community 10the hospital board and if they are

comfortable that the community as a whole feels that this is something that would be

beneficial then we will begin enrolling patients but not until that time.

(Woman): What if it is not well received within the community?

(Thorn): It will not happen.

(Principle): What then are our benchmarks in other words how do we know when it is a

go or no go. What are our standards of assessment?

(T’horn): That is a good question. We could talk about that. If you would like what we

could do or what I could do is I can bring before Xget the results generally available from

the hospital board I can bring this group back together and share those results with you.-.

I would be willing to do that. I feel like I owe you at least that much since you put two

hours of your valuable time today. That is up for discussion. Those of you who would like

to do that I can contact you if not that is okay.

Can’t hear.

(T’horn) Is anyone else is interested?

(Woman): Lets do it like school. How many would like the reports and-be a part of the

study. Raise hand. Everyone. Thank you.

mom): “1’ha.nkyou very much.
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Community Consultation Meeting
March 24, 1997

Present: Mr. LeRoi %rnrnons
Mr. William Sconniers
Reverend Thomas Nigh
Officer Velma Dean
Ms. Serita Reels
Vincent Cowell, M.D.

1. Dr. Vincent Cowell was introduced to all community members present as a co-
investigator on this program.

2. The need for additional support aSback-bone individuals or groups prior to general
public disclosure was discussed in detail. Reverend Sligh felt strongly that additional
support amongst the ciergy was needed. He recommended strongly that we obtain
the confidence of Reverend Blanks.

Action: Reverend Sligh working with Sally FIilton will set up a meeting with
Reverend Blanks.

3. Additional contact personnel were felt to be needed in each of the key areas that
constitute our immediate community. Those areas include: East Falls, Roxborough,
Germanto~ Mt. Airy, North PhiladeIphi~ and AUegheny West.

Action: Each representative from their respective area will generate a list of
influential people along with their addresses so that a specific letter of invitation to
the town meetings can be sent. Sally Hilton will be responsible for collecting these

transmitting them to communications.
.-

Re bmitted,
-.

k~

7L3Tho ai %ntor~ M.D.
Assoel Professor, Department of Surge~
Principle Investigator
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This is Medical Frontiers. The showwithcurrenthforrnationon medicalbreakthroughsand answers

for your health care questions. Medical Frontiersis hosted by Dr. Joei Posnerand is brought to you by

AlleghenyUniversityHospitais,and by St. ChristophersHospitalforChildren. Dr. Posnerurgesyou to take

your health seriouslyand to refy on your doctor for definitivemedicaladvice about your individualhealth

needs.

ExploringMedicai Frontierswith Dr. Joei Posner. Oniy on ‘th@ taik station,96.5 FM, WWDB.

(JP) imagine this, yolf re riding In the streetand walkingin the streetand someone shoots at you with

a gun. Y@ re brought into an emergency room, YOUre bteeding,YOUre blood pressureis low. Wfih the

best care, you have about a 50% chance of sufvfvai......wfththe best care. Why do we have suoh an

abysmalrecord in trauma care? [fs beoauseit & extremelydifficuftto do researchon those kinds of things

thatmay savethelife ofa traumaviotim. Yotfre broughthto the emergency room,generafiyunoonsoious,

often afone. You oadt gfve oonsent for studiesand so researchinto trauma and its treatment has reaily

lagged behinda lot c#other research. My gueststonight,Dr.Tom Santora,AssociateProfessorof Surgery,_—_

Associate Director of the Regfonaf TraumaCenter,Pam Cdiley, AssistantProfessor of Mediolne. She

happensto be the Direotorof the Bone Marrow TransplantProgram,but more than that, she is the head

of the Research Revfew Board for Afiegheny University. They have Identified, or nationally has been

identified,a produotthat may hefp to save the life of traumavictims. The probfen how do you study it?

Rightnow, AlleghenyUniversky,partioufadyMCP Dfvisiw has gotten permissionto study what may be a

life-savingnew drug for trauma vlodms. The Universityhas decided in itswisdomthat they will permit the. .

study if, and onfy ff, the oommunftywants ftdone. We asked Dr. Santoraand Dr. Criiieyto & tonight

to explainthis study. Wd re supposed to be tafkfngabout dizzi~ but I thinkthis Is so vital that I asked

them to oome tonight to explain the study and to as you who are Iistenlngto us to oafi and give your

ophionaboutwhethersuohastudysho ufdbedona.

Dr. %ti~Kst~Mt ktiti~i~m~ ddti~~e Uatiutiwb~um?

(TS) ft is. Trauma is a disease that can attack anybody race, creed or color, but In fam it tends to be

the ieading cause of death for the most vftal of our patients,those underthe age of 44.

(JP) i wssrft exaggerating when I said if ycxfre broughtto an emergencyroom, even one as good as



_-=..

the one on television,ifyotf re broughtto an emergencyroomwitha iow blood pressurefrom bleeding, you

have a iittiebetter than a 50% chanoe of surviving.

(TS) Unfoftunateiy Joei, yod re right. The problem is just as you have described. We have been

handcuffedwith our abiiityto introducenew therapies intothissituationbeoauseoftentimesthese patients

are so iii that they oarft give Informedconsent, which is a paramountprocessfor researchsubjects.

(JP) Andthe fact of the matter is, if you presentto a doctorwith heartdisease,ifyou presentto a dootor

with boweldisease,ifyou presentto a dootorwith oancer,thatdoctor,he or she,can explainto you a study

and you can yes, r ii be pmt of that study, so then we can developthings. But,thinkabout it now .....yod re

brought into an emergency room, YOUre unconscious,yod re bleeding,usuaiiyyotf re not brought in with

your family, so who gives consent for a study, so the studyisrft done. Dr. Criiiey,you proteot patients by

making surethat none of us, I have to teii you, truth In iendingeverybcdy,I pemily am heavilyfunded

by the National institutesof Health, pafticuiartythe NationalHeartt Lungand Blood institute. A lot of my

staffand i We off of doing research studies. We pubi{shand so for us It Is very Importantto do research.
_—

BW Pam, beforeyodll let me do a study you want to be surethat aii of my subjectsare properlyprotected.

CanyouexplainhowthatBoardWOIICS?

(PC) WeIi, baslcaliy, Its a Board that Is made up of sdentists, physiokns and lay members from the

communitywho get togetherand prospectivelyreviewpotent&iresearchpmjeotsinvolvinghumansubjects,

ti~timwliy l-tik-ti tidtistiya ~ti~dtitidyared~rd

explainedto the patient and that the study Is extremdy wellwatchedfor the durationof the study.-So ~

if new informationbeoomesavailableas the study progresses,that the iRBwould be Informedoft&. &d,

wwmmti@*ti hwq@ddwwto mti*tiJ@bwl~@~

even ask for money. You insisted,your bowd Insisted,that we havean Internalreviewcommitteethat is

— not attached to the study to make sure I was protectingmy subjectsand the Nationai Institutesof Health
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wants an external review committee. So, everybod~s watching me like a hawk and that makes me feei

comfortable. But, how about in a case like Dr. Santora, where he wants to study a new product, an

experimentalproduct, tts been tested in animals,shown to be effective,tested in volunteerhuman beings,

shown to be safe, now you got to test it in trauma victims. How do you protectthose victims?

(PC) Well, ithink that a lot of thought has gone Into the concept of Imking at patientswho carft give

informed consent easily or their legally authorized representative,and different disciplines such as

neurosurgery,cardiac, in addition to trauma, have gone to the Federal governmentand asked for some

guidance in this and to set up oertain conditionsunder which consentoould be watved. And, this is a lot

more complex the whole processof obtaining consent is much more complex and there is lots of layers

of people lookingat this. A study such as this could not go forwardIfthe FDA does not approve the study

in additionto the IRB and it has to be doseiy monitored.

(JP) Now, the FDA has approved this study and yod re IRBwfflonlyapprove it if the community wants

— It done.

(PC) Yes, we think it Is extrernefyimportant,as does the FDA that the communityinwhich you consider

doing the researchunderstandsthe purpose of the reaearohand understandsthat the basic idea of tt is to

eventually improve ccmtltionsfor these subJectswho have traditionallybeen under-studiedand denied

clinical researchtrials.

(JP) So, the~re denied dlnlcal care and rm going to teflewybody nowthat wd re going to ask you to

make calls tomorrowand tell us what you think about this whale business. Everytmdyin this community
-.

has got to teli us If they want this kind of studydone and rm goingto ask Dr. Santoraa few more questions

hamintie, Mldmmlti ~~H~hwany~ ~wmtoa*tmlgM, orifyouwant

to tefl us anything tonight about expdmwa yodve hadwith wwgency rooms orwithstudles and

research,the numbersto call in PhUade@hlaand New Jersey,3654100, PennsylvaniasuburbsBB4,41OO,

Delaware234-4100. Free call on the Comoaat Metrophone and BellAtfantkNynexoellularsystems. We

pay forthecaff lfyoucall usononeofthose twosysterns. Teilusabout thestudy Dr. Santora.

(K) The researchmaterial is a blood substituteand we have been asked to participatein this trial of
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extremely Injuredshockedtrauma patientsto try and see if this material,as you describedhas been shown

to potentiallybe beneficialin animalsand has been shown to be safe in man, but under these conditions

of severe shock will It be effectiveIn man Is the real question.

(7S) How do you planto do the study? W will happen? t II be broughtIn for perhapswith my chest

crushed, Wading, low blood pressure......what will happen tome If r m in this studfl

(TS) If you meet pr~stabllshed entry ortteria,then you will be randomizedor yoti II be eliglblefor entry

Into the study and the randomizationprocess is simply going to a drawer, picking out an envelope and

dedding once that enveiope is opened whether or not yod II get standardtherapy PIUSsallne solution or

standardtherapy,which Includesblood transfusion,operationand largeamountsof saltwater Solutionsto

supportyour b!oodpressure,inadditionto this blood substitute. Thisbloodsubstitutemustbe givenwithin

the firsthour afterarrivalat the hospitalif Ifs going to be effective. Many of the audience, I am sure, have

heard about the oonoeptof”the Golden Hour of trauma. And, the idea there fsto try and normalke the

blood pressureand the bfood flow to various organs to try and mlnlmlzethe damage due to extensive

bfeedlng.

(Jp) And,whatyodre trying to do thenIsgivepeople, duting the Golden Hour, what maybe a golden

medicationthat may do somethingto help these terriblestatlstlos,40% of peopledying of trauma, ooming

In with trauma and shock are dying. What do you say to folks who are listeningto us who say it sounds

like th@ m experimentingwith human has?

US) Well, we are expedmentlngwith human lives. The sftuatlonrightnow Is unaooeptablefor all of us. .

who practice in thisarea. Meaning,4 out of 6 people that presentafter severeInjurywith hemon&ge-that

mates low blood pressure,despite our best efforts In 1997 those patieds die. W oftentl~ they are

our most young and vfbrant Indivkfuaf%and It 8 a shame to see these people oontlnueto dle despfte our

~Mm~nw~ti~am @tily~d~dhtihti w~tiy

been unable to test In this population.

(JP) Justtoiet people knowwhere yodreoomlngfrom, yodrelooklng pretty tired

_—_ up most of last night with two patients, one of whom you were able to save, another

beoause you were

one of whom died

8
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because of stab wounds desptteyour best efforts,and you were up all nightwith them.

US) That Is true.

(JP) So, yod re not just a personwho is speakingfrom third and fourth-handknowledge. What I would

like everybodyto do isthis,call usat 1-800-PRO-HEALTHduringbusinesshoursand say you are interested

in expressingan opinionabout the blood substitutestudy. You get to vote. You get to cali us and tell us

whether or not you believe this study ought to be done in the community. That number, 1-800-PRO-

HEALTH incidentallyis also the numberyou can call if you stiiihavedt gottenyour HealthTips. They were

sent out about two weeks ago. If you want our list, wr best list,of thingsyw need to do for your health,

call us at 1-MM-PRO-HEALTHand ask for the HealthTips. Wd II mafl it to you free and also ask to express

an opinion about a study that may show the way to save the lives of trauma victims. Wd II be back in a

minute. (Commerdals)

(JP) Hl, yod re back on Medical Frontiers.Wd retalkfngwithTom Santbraand PamCrilley. They re both

— physiciansand both ~ interestedin research. Dr. Santora is one of the noted trauma surgeonsin the

United States. Or. Crifley Is a hematofogist/onoofogist,

Presidentor Chairperson,what are you exaotf~

(PC) Chairperson.

but she is here in her capadty as Olrector, or

(JP) Chairpersonof the RevfewBoardthat protects subjectsIn studies. Pam, why do we even need to

w abwt @@w -- awk. Doctors Woufddt hwt fdka,wwid the~

(PC) Weil, you wwfd thinkthey would not andI think oftenthey intendnot to, but realiythe orQin ~the

commhteesfor proteotfonof human subJeotsinthe United Statesare based on atrocitiesfn Nazi Gerr&y,

aorne studiesthat went awry In the Unfted States wfth the Tuskegee ayphfifsexperimentin Georgia........

(JP) Just to remindfd~ the Tuskegee syphifisstudy, patknts were aflowedto die of syphilisat a time

whentherewas treatmentjusttoseewhat woddhappen. Wewereall hmifiedwhen wereadabwtthat

happenfng in the UnftedStates h the 40’s and 50’s.

(PC) TMs rfght,and there is stiflreperwssions of the Tuskegee experimentand as a resultof that the

.
Federal governmenthas asked differentboards to look at the protectionof human subjectsand to try to
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obtain their Informed consentand to make sure they understand the research before they enter into it.

(JP) So, how do you...now,ifDr. Santoradealswithfolkswho come In unconscious,alone,dying, unable

to give consent. How do you get around the need for consent? How do you protect folks and yet study

conditionslike this with etudes that can be life saving?

(PC) I think thafs a very difiicuitquestionand 1think that the answer Is that these patients have been

under-studied,are In a life-threateningsituationwhere there b insufficientscientificevidence to prove the

bestway to improvethek outcomeandthat suchpatientsneed to be studiedwithadditionalsafeguardsand

additional protection to try to make sure that their entrants are protected and we do look at potentially

talking to family members,iegaliyauthorizedrepresentativesand hopefuflythe patient him or herseifonce

they recover, if they recoverfrom such a situation,and these types of studieswiii be reviewedwith great

scrutiny.

(JP) And what are the exceptionsthat are made Dr. Santora? i mean, how do you get around this

(nforrnedconsent?whatConditionshave to be mer?
——_

(N) Weil, the FDA has come out with a recent change in guidelinesthat was publishedand went into

effect November 1,1996, and itafiowsan exceptionto informedconsentundervery strictguidelines. Those

guidelinesinvolvesituationswherethere is life-threatenedprocesses. That, the researchcouid not be done

without the exception to consent. The benefit/riskanalysisof the study or the drug is in favor of a benefit

aspect of things and that if, In fact, there is family or proxy dedsion maker that can give conse~ that

consent Ml be obtained.
. .

(JP) So, let ma go back over this;the four conditionsthat haveto be met are 1) the conditionhas to be

life-threatening,2) you have to have good reason to befieve that the treatment may hdd the promise of

saving lives 3) the personhasto be absolutelyunableto give consentand, 4) you haveto agree that if any

famffy is present you VW check with them before you go ahead, and ff those four conditionsare rn@ my

ltiebhdangw, ~sm~to~~p ~n~pmetiti~ lamoutof itandunableto

give consent,and my famiiyisnot around, ifthe communitypermitswe wifigo ahead withthe study ifthose

four conditions are met. I wonder if people listeningto me would like now to expressan opinion as to—

6
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whether studies like that ought to be done. You can do that by calling during businesshours 1-800-PRO-

HEALTH and saying what you think about ft, saying yod d iike to expressan opinion, but you can call us

righthere, Philadelphiaand New Jersey3654100, Pennsylvaniasuburbs6644100, Delaware 2344100. It’s

a free call on the Comcast Metrophoneand BeflAtlanticNynex cellularsystems. Tom, you wanted to say

something?

(TS) Joel, the FDA painstakinglycame up withthese guidelines, working some 2,2 % years wtth very

learned people, the lay people, ethlckts and scientists in the emergencymedicinearea and these guidelines

were drafted to make, what they fett, was the safest protection for these subjects and still allow the

necessary research to move outcomes In the rfghtdirection. Now, there are other things that need to be

done to undertake an exception to Informedconsent. Additionalprecautionsto protect the rights of the

subject. Maybe Dr. Crifleycan add someofthose, butthe ksue k ffyou carft get consentfrom the patients

that yod re studying, then the fdea k to try and Informthe communftyfrom which your patientsare most

— Iikefyto be drawn, so that before you undetike a project likethiswhere you use an exceptionto informed

consent,you go out Intothe communityand you oudinethe study. You outflnethe probfemand you Inquire

about their feellngs, and those things are going to be very germalne for us as we move forward In this

project because our communftyk who we sefveand we need to havethem understandthat we bellevethis

Isa potentiallybeneficialtherapy, but they have to believeft just as much as we do.

(JP) Wdre talkfng to Trauma Surgeon, Dr. Thomas Santora. Hds Assodate Professor of Surgery,

Assodate Director of the Regional ResourceTrauma Center at AfleghenyUniverdty Hospitaf. DL Pamela
--

Critley,AssistantProfessorof Medicine, Directorof the Bone MamowTransplantProgram. She Is also the

Chakperson of the Internal Review Bead that aflowsall of us to do researchor not to do research. She

Is in the budness of protectingsubjects. We are talkingabout the studyof a potentiallyIffesavlngdrug on

trauma patients brought in mcondms andalone. Doyoubelfeve suchstudies should beaflowedtobe

done, particufarfybecausethey may savethe lives........how manyfdks do youthlnk die of traumaeveryyear

in the Unfted States?

_—_
(TS) It k a fairly consistentnumberand tCslarge. Ifs a 140,000 Americanseach year die from trauma.

7
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Most of those people, In fact, die as a result of major bleeding.

ooo-o(m~z

(JP)

a year.

(TS)

And so even ifyou could save lessthan one-halfof them,yod retalkingabout saving 10,000 people

Wetl,more than that. Our study is not lookingfor the resultsthat you saw in the 40’s from penicillin

where you had absolute cure. What wd re reallylookingto do is to reducethe mortalityby 24%.

(JP) I actually misspoke myself, I should have said 1,000 people a week, 1,000 lives a week could be

saved if this and other studies like it showedthe way.

(TS) Well, that may happen, but tf we couid see a 25% reductionin the mortalitywe would save, on

average, about 35,000 patients a year in the United Statesalone.

(JP) So, 35,000 patientsa year, yod retalkingabout 2,5oOpeoplea month. Two thousand five hundred

folks a month tl this study and others iike it helped out. And you will not permit the study to go forward

Withoutcommunitypennlsslon?

(PC) One of the considerationsthe IRB has Is to seriallook at the studybefore it fullyapprovea it. First,

It looks at the scientificmetlt in the study and makessurethat the pre-cfinicaianimal studies support the

potentialuse in human eubJects.The FOAalso mustlookat the studybeforeKs allowedto go forward and

the IRB will dedde after the community has given some inpw, communityleaders and members of the

mmmunity, so the IRB can help determine If they considerit a studythat should go forward.

(JP) What do you think kllis most people who come in in Trauma? What epedfic thing happens...are

they shot?, hit in an auto accident? I mean, the folksyou see at MCP, for example.
. .

(TS) The major problem is that they bleedand whenthey bleedthey reducetheir nutrientflowti vat!ous

tio~Mati*~ im~wn*b~ati Ws*tik Mdtiktietily~b

most potentialbenefit because & actually cardes oxygen as wef[as the hemoglobinin our own red Mood

cells. lnti@ti&Mti k~eti-ti dlstiammi~MMe*~~w~

on the storage shelveslonger than the advisable42 days. The sponsor,6axWr H~, has taken this

expired blood, which has already gone tiuuugh screeningpr~ the~ve shipped the coatfng from the

. red blood cellsand they have done a chemicalreactionwherethe material,the hemoglobin, is made stable
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and stillhas the capability of carrying oxygen. Therefore,when you give thk blood product, or substitute,

to trauma patients they can carry oxygen to theirvital organsand,

(JP) Let me just as you that, what I was askingwas a differentquestion. What k doing this? What is

causing140,000 deaths? Is it car accidents? kit drunkdrivers? kit peoplegettingshot stabbed? Whafs

doing it?

@) ifs that tide spectrum aml it is differentfor differenttrauma centers. in our particular trauma

center, we have about 75% of our victimsthat waik throughthe dmr or rdi through the door are victims

of what we call“blunt traumtf. However, the .......

(JP) Give mean example of blunt trauma?

(K) Biunt trauma; a faii from a great height or somebodywho has been Involved in a motor vehicle

accident. Those are our two ieading causes of blunt mechanisms. However, the other 25% are from

gunshotwounds, victims of intantiond violence,where their rnortaittyis quite high.

— (JP) And, one of the patientsyou lost last nightwas stabbed multipletimes by a iady who decided she

didrft want to see hlm anymore.

(’w) mars correct.

(JP) Yeah, i mean this must be a tragic thing. How realdo you thinkthe show”Eif kin reflectingwhat

actuallygoes on in your iife?

(TS) Well, I mean youdorftfod around with anyofthe nursesiiketheydo on*ER, but ...

(JP) Cause yourwifewoukhft latyou, buthowreai is what goesonprofesslonaiiy? - _

(TS) To teii you the truthJoei, I daft watch that programso i reaiiycadt comment on that M-l suspect

tit Wti~sw@tit Md@Kh-@i~~r@~. 6@certaidy blgcity ERsarebusyandi

thinkthat thats they depict. Some of the undertakings,I understand,area iittledramatk, but nonethdess,

theemerpcy roomlsa hectk place and ~saapotwhere anumberofouryoung peopiedieand if we

.= for people of aii age, color or creed.

9
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(JP) You think it can make a difference?

(R) It can a difference.

(JP) I think Pat In Notthwest Philly may dkagree with you. Pat, yod re on WWDB.

(Caller) Hl, I just wanted to ask, I dkhft hear the very beglnnlngof this show. What k the name of the

(JP) Whafs the name of the product?

(TS) The product k called, RECORDING STOPS AT THIS POINT AND PICKS UP REFLOW...........

(Caller) If yod re familiarwith that, do you know why that krft used more often?

(TS) Yes, fluosoi is a fluorwwbon. tt also oardes oxygen, but unfortunately,doesrft have the same

propertiesas does hemoglobinand Ks beneficialeffeotshave not been as great as the predinlcal studies

have suggestedwith thk produot.

(Caller) Uh huh. Liveshave been saved with that though, haverft then

(TS) f m sorry, I dkhft hear that question.A_

(Caller) Peopids lives have been saved by use of Fiuosoi,haverft U@

(TS) Undercertaindrcurnstances I believethat to be oorrect. rm not at ail famiiiarvvlththe full literature

on Fiuosd.

(JP) Pat, what do you think In generai about the idea of do!ngstudieson peoplewho oome In In severe

trauma likethh hoping to develop techniques to save lives?

(Caller) The oniythlng that I have agalnat that at ail is that somepeoplewant absduteiy no blood produots
. .

wktsoever. So, thats the only thing I would have against that and some people fed that for-religious

raasonsandthert other people feelthatfor other reasons.

_——_ that Ifs a Jehovaits Witnessyou worf L but if you dodt you wiii. And, one of the exceptionsin your study,
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Dr. Santora, Is you worft take Jehovatfs WitnessesIn the study.

(R) Thafs true. If we know that the person has a strongcontentionthat they would not want to have

blood productsunder any clroumstanoes,then they are not a quaMkl candidate for the study.

(Caller) Right.

(JP) And, the~d be out of the study.

(Caller) Right. Well, I oftenfeel that hospltak shoufdat leasthaveFluosolon hand for peoplewho wouldrft

want blood.

(JP) Yeah, thafs fine, but how about the use of some newerproductsthat mightbe better. I mean the

real questionthat everybodys grappflngwith k, how do you do studks on peoplewho oad t give consent

and Dr. Santorak coming to the oommunityand sayfng,rmaskingthe communitygive me consent, you

know, do these studies.

(Caller) Right. Well, the only thing I can thing of which would sort d be monumentalwas to have people

signedfor. For hwtanoe, If they have to go the hospitalfor something,while~ re there, you know how

you make a LMng will, or just gfve their.....

(JP)

(Caller)

(JP)

(caller)

(JP)

So, you think people shoufd sign forms in advanoe...

Yes.

when thef re not hurt?

Yes, at feast@y have the qprtm&y to do.

Thafs an Interestingthought. Maybe with the drfvets Iioenseor something. What do you think

about that’?
-.

(TS) Thafs certainlya viabfeoption.Mfortunately, that fftsfor ail medfcalflfnessesad, unfortunately,

_hti~e~ytiy M~kti~-n 15%&ti~titi lMkeare&ati my

*rWlw*rk-D&@m&ti l~*~mWti_l =a_dWdy@~, tiyddt

haveal-lvin gwiiloraproxyd eolsbmaker, andlthlnkthafsa ommunbtion and educationalproblem.

So, 1think yod m on to somethingthem.

(JP) Pat, I think you have a great kfea and certainlyone maybe ought to ask when you get a drivets

11
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license you sign, they asked me whether or not rd be an organ donor, they asked me whether I wanted to

register to vote, maybe they ought to ask if r m willing to undergo emergencystudies if not able to give

oonsent. I think ifs a great Idea.

(Caller) Rightj I do to.

(JP) Pat thank you. Thanks for the Idea.

(Caller) Okay, thanks. Bye-bye.

(JP) Lets see if we can get to Billqulckfyon Bell Atlantic. 6111,yod re on WWDB.

(Caller) Yeah, hldoctors. This isfasdnating. I’vebeen fdlowlng severalfluki replawnenttheraples through

my oareer as an EMT and I was a medic for 3 years as well.

(JP) Lets just tell peoplethat an EMT Isa paramedic, an emergenoymedioalteohnioian.Those guys,

afd [ useguysgeneticallyof oourseoauee Wsmen and wornen,are very Importantin life saving.

(Cafler) Yeah, my questionIs woufd this study, would you be a) educating providerebrlnglngpatients to

your emergenoyroomto identifypatients,Le. askingtfthe$ re JehovatfsWknessesor any historyor sooial
——_

hktory that they oan provide, to posslbfytarget like VWre taught now to do wfth the TP~ or the other

question I had is VWthfs be eventuallyavaifablefor pre-hospitaluse?

(TS) Well, Bll[we haveto demonstratethat therds effioaoyin this patient populationbefore It oan more

outofthis venue and Intothe pre-hospftalarena:

(JP) ff h Is effectivethough, can you see the day when it might be availableto pararnedks like Bill?

(TS) Absdutefy and the benefitof this partkufar drug Is It doeedt requireblood typing. Anyoneof any. .

bfoodtype oanreoefvethismedkatlon, so that sthe hodzonwdd liketo see thisagent movein. [ fiinkthat

Biffspdnt about education, that8what the whdepubik dlsolosurelsallabout andwe havevatious

outand share all of the study requkementawith the public

(JP) Bill,thank you so muohfor the call. Drivecarefullywiil you?

(Caller) Thafs why i pufledover.

— (JP) Okay. Thanks Bill. We have to take this break. Wd II be back to your calls In a minute. Wd re

12
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talking with about the advisabilityof doing a study like the one thafs under review right now on people in

life-threateningsituationsunabieto give consent. My guests, Dr. Thomas $antora, Dr. Pam Criliey,wili be

back in a second. (Cornmerciais)

(JP) YoU re back on Medical Frontiers. Wd re taiking with Dr. Thomas Santora and Dr. Pam Crilley.

Wd re discussinga studythat is to be done among peopie in life-threateningsituationswhere they are not

in a positionto give consent. Dr. Crilleyrepresentsthe internalReviewBoard. She wilinot let the study go

forward, norwiiithe Board,unlessthe communityexpressessome interestin the study. Let me just remind

you again, tfyod reinterestedInourweightlossprogram,thaf sthe Mets H Program,you can cali rightnow.

The number,215-TRU-2222. We’II send you stuff in the mail. Micheiieat CorncastMetrophone,yod m on

(Caller) Hi. Yes. I wanted to ask the doctor, there’sa coupledrugs out now that stimulatethe production

ofbiood ceils. Couid you ever see those drugs taking the piace of transfusionsaitogethefl

(W) Certainly not in the situationthat we described Michelle. These patientsthat are bleeding need
.

massive blood tmnsfuslonsand those medicationstake quite sometime to be effective.

(Cailer) Oh, okay. Thank you.

(JP) Okay. Just to kind of clarifythat. You form approximately1% of your blood ceils every day, so

even if we could turn on double, triple the rate, yot.fd stiiionly form 3% in a singieday, a singie24 hour

period and the fact of the matter isyou can lose, what 40 and 50% of your blood in some massivetrauma.

. .

(TS) in fact, most of the patientsthat w@retalkingabout have iost in excess of 40% of their 6ircui~ing

blood volume, which in the average individualIs about 2 liters,which is In the @@bhood of maybe 2

@ions.

(JP) Wow.

(Caiier) Could i ask you another question?

(JP) Go ahead.

(Caiier) if someonehasa prettygood infectionsuchas a staph infection,does that evercausesuppression_—_
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Ofproduction of bioodlnanywafi Ukeifthey had a.....

(JP)

(Caller)

(JP)

(Caller)

(Pc)

Dr. Crilley,what do you think?

an Infectionin their knee or somethinglike that?

Dr. Criiley?

Couid that cause anemia?

Basically,ifyou havea seriousinfectionof any type it can suppressbone marrowproductionwhich

can lead to a iowered white count, anemia, or even a low plateletcount.

(Caller) Okay. Thank you.

(JP) Thank you for the call. Jan in King of Prussia,

(Caller) I thank you. This is an excitingprogram.

(JP) Thank youj Jan.

YOUre on WWDB.

(Caller) ParticularlyIn the area In which I live, Kingof Prussia,and r m very consciousof those helicopters

— going Into AJleghenyand U of P, all the centerswhere these acoidentsviotirnsWiJlreceiveproper care and

r m just hoping that when you oome to the oommunityintereststhat @ re not just going to keep it within

the confines of Philadelphia,but will explorehow the people in those In whom you are going to contact for

this permissionor for the okay.....

(JP) Jan, wdre contactingfolksrightnow and anywherethat you Ifveif you oan hear me, if you havean

opinion to express on the studyduringworking hours,cali l-800-PRO-iiEALTH. 14100-PRO-HEALTHand

teii them what you thinkaboutthestudy.

(Caller) Oh, that I think is exoeiient. And, i just want to ask this questiw people are taken to a trauma

oenter, they re most likelyunw@ous, but yolf re there to save their lives. Would we have to wear a sign

saying“we want to go to Aii_, now I know that is........

(7S) Thafsnotsuoh abadideqthough Jan. (lmghter)

(Caiier) Weii, you know exactlywhat I mean. Yodre gonna save iivea,are we gonna worry about whether

or how yolf re going to savethem.....justsave us. is it going to take a longtime? Ws the time element

— on this?
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(JP) When could the study start actuall~ I guess Dr. Crille~s got to give permission.

(PC) Well, we have to have ail the elementsIn place and we haveto have permissionfrom the FDA and

the IRB, and we have to have positivefeedback from the community. And after all that k in place, we can

go forward.

(Caller) Do you have t off the top of your head, how many years?

(PC) Oh no, Ks not a matter of years.

(Caller) Oh, thats good news.

(PC) Not at all.

(JP) I would say that if you get 50 or 60 positivecalls In the next two weeks that really moves It ahead

enormously.

(Caller) Thats wonderful.

(JP) fm going to give everybodyeke the number, I know you have it already, it!s 1-SOO-PRO-HEALTH

. and say you want to expressan opinionabout the blood replacementstudy. Dr. Santora, you wanted to

say something?

(E) Jan, you might want to look in the area newspapersover the next couple of weeks. We plan to

advertise some town meetingsthat we wlii dkcuss this product and the problem of the trauma victim in

generai, and i would encourageyou and anyoneyou knowthat has interestin this area to piease come out

and attend, and ifyou thinkof questbne like Dr. Posnerwas saying,pleasegive us a call. rd be more than

glad to answer any questionyou have.

(Caiier) WeIi, are you gonna be out in our area?
-.

(lS) Weii, the exact iocation of those meetingshas not been establishedyet Jan, but

(JP) Wdl&n_~h Mwd Pm*i Wnkptid~M*e.

(Calier) Oh, I think he ahodd too.

OS) ihearyou Jan.

(JP) And wait till you see hirnjJan. Hds awhdiyhandsome.

~ (Caiier) He has so many.... oh how nice. We have so many automobileaccidents, you know we iive in

... .
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traffic.

(TS) I know you do.

(Caller) So, you know, ifs going to be important to us. I want to be sureYOUre going to take care of those

of us In the suburbs In your trauma center.

(JP) You make a great point Jan, and I think, you know, I made a Ihtiejoke there and it was probably

Inappropriatebecause this Is reallya lifeand death question,and I haveto tell you that I personallybelieve

this is a very importantstudyand i hopefolkswithinthe communitywiiiget rnottvatedto caii because some

day this study and

(Calier) Of course,

keep me ailve.

others like it may save the iivesof any of us or our childrenor our grandchildren.

and when you arriveat the trauma centerwho is going to care about side-effects...just

(JP)

(Cailer)

.— (JP)

Th#s right, I agree Jan.

{ thank you so much. Good luck.

Thank you for the caii. You know, i think thafs a reailygood point, but people ilsteninghave got

to understandthat tf they dorft express opinionsnow the study cannot go forward because Allegheny is

probably one of the striotest places I have ever been at In terms of protecting people and Ilstenlng to

communityinvolvement. I dorft think We everbeen so pressedto justifyevery more I make when tt comes

to researchas I have been here at Allegheny,and I guessthat’s you and your feliow Fasoists,Dr. Criiiey.

(Imghter) Protectingeverybody from people like me.

(PC) Wail, wd re trying to protect human subjects. i knowthat everyonedoesrft always agree with us,
-.

but we iike to discuss It with you because oftentimesyod re right.

(JP) I mean, you know, again ?m makingjokes, WE!re on the radio, Its late, wdve had a lovely dinner

together, but the fact of the matter Is I am acutelyaware of the fact that just because yaf re a physicianor

ascJentkt sometlmesyou getsotled uplnyoursubje@ yodresosure thatyourstudy lslmporta~that

~l~sigMdti b@~@mh, ati~kddtimtiw b~tikdaWNd G~y, b@

WWsmkk~nin tilsv~a~ad ~sa~~tisl~ tidlduati~s*y alldusf*l
—

betterwhen we know then?san externalgroupthat issittingtheremakingsurewe dodt do anythingwrong.
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Delores in East Falls, yodre on WWBD.

(Caller) Yes. The reason r m calling you k I know about the artificialblood.

(JP) Yes.

(Caller) One of the area hospitak h Pennsylvania,nearAllentown,theyhaveapprovalto go ahead and give

the atiificialblood. [t was on the lV and ttwas also in the Inquirerand I cut the article out and they have

approval to go ahead and they said they dorft need no, for you to sign to get the blood, and also they ve

been usingit for operationsnow. And, guesswhat? The patientsdo wellwith that and I was glad to know

that because being a Jehovatfs Witness, I dorf t accept blood and it would work well for me because

sometimeswe need aurge~ and differentthings......

(JP) That S right.

(Caller) and, we’ve been saying all along out back on the blood,you know,dorft use the blood. But now,

peoples -inning to say they daft want it either becauseof other reasons,you know, like diseases and

things, you know.-

(JP) Deloreq may I ask you a question? Do you carry identificationh your wallet that yod re a

Jehovdfs Witness?

(Caller) Yeah, I do have one. Now yodre makingme wantto get it out cause I haverft been carryingIt and

I should because I never know when r m going to fall in the streetor something.

(JP) Right. Because the faot of the matteri$ ifyodrebrought Into anyofthe hospitals h thlsarea,

oertainlyany of the Allegheny Ha .......

(Caller) Yeah, f m near there...
-.

(JP) atip&UmM-m a&Mtis~, ~Mlti MgN~Udud-o~d

your family members, you know, or unlessyou give permksion.

(Calier) Yea~weupdate&evety year. WeMaadWmqtiMpmU-tiwwdu*w.

So, b good to know we oan go near AM3ntown. ...

(JP) Yeah, go ahead, Tom?

—_ (TS) Delores, its very good that you picked upon the Allentownsituation. The trauma surgeons at

17
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LehighValleyare Involvedwiththis. This Isa multl-centertrial,so dofft get the Ideathafs Ks only Allegheny

UniversityMCP that is involvedwith this.

(Caller) We know over in Jersey a hospitalthat has II too.

(W) Right. Well the~ll be about 35 centersacrossthe countryandwhatwe hopeto do Is enrollenough

patients so that we can actually see a beneficial effect.

(Caller) You know, r m to the point now where I thought 1would newi the surgery, because you know,

sometimesyou have cancer your blood would drop, and I was prayingthat 1would know somebody to get

artificialbiocd out, you know what f m saying?

(TS) Right.

(Caller) I knowwe would have to go to New Jerseyand rd haveto get my Insuranceto approve it. f m glad

now Its mming to Alleghenycause thafs where my doctots on staff~ you know.

(JP) Yw know Delores, one of the hospkals In the AlleghenySysten Graduate Hospital, has a whole

bloodlesscare program.......

(Caller) Yeah, I knowabout that. They sent me somethingtoday Inthe mail. I alreadyhad surge~ there....l

know d)out that.

(JP) Right. Deloresthank you so much.

(Caller) I just want throw tt In that we do have It startedIn Pennsylvania,you know?

(JP) Thank you.

(Caller) Alright,have a nice night. Thank you. . .

(JP
--

You too, thanks. And let me urge you again, if you haveany thoughtsabout whether yw” want to

see thisstudydone here In Philadelphia,please callus at 1-SW-PRO-HEALTHand say yw have an opinion

here to sewe the community and in this vital capacity we have to have feedback before we can more

forwardwith what we believe is a potenthliy beneWal therapyfor wr Injuredpatients.

(JP) So, justcall 1-800-PRO-HEALTHduringbusinesshoursandtellthemthat you havean opinionabout

18
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the study. While yodre there you can also ask forour Health Tips absolutelyfree. Wdll be back in a

second. (Commercials)

Wd ve been talking to Dr. Thomas Santora, he is AssistantProfessorof Surge~, AssociateDirector of the

RegionalResourceTrauma Center and Dr. Pam Crilley,AssistantProfessorof Medicine, Director of Bone

Marrow TransplantProgram, but she also is the Chairpersonof the InternalReview Board that protects

subjectsIn research. They ve been discussinga researchstudythat bothof you believe,and 1believe, may

save livessomeday. It is the study of a blood enhancing product really,Ks not exactlya substitute,that

may save livesof peoplethat come In with low blood pressuresecondaryto traumaand halfof those folks

die, almost halfdie despite best care. They will not do the studywithoutyour permission. You can give

yourpermissionby calling1-800-PRO-HEALTHand sayingyou havean opinionto expressabout the study,

and they II get back to you and you say yes r m in favor, not m agin, and if there area bunoh of people in

favoryotf regoingto let the study go ahead, Or. Oriiiey,and if therearedt yod re not going iet it go ahead.

. (PC) Thaf s right.

(JP) Soundsgood. Tom, thank you for being here. Pam, thank yw for being here.

(PC) Thank you for having us.

(TS) Thanksfor the opportunity.

(JP) Come on again and talk about some other stuff. This vvasresiiygreat and iet me remind you the

numberto caii, lm-PRO-HEALTH. ifs also the numberfor HealthTips.

. .
--

.
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COMMUNITY MEETING
FRIDAY, APRIL 11, 1997

DEVERAUX CHURCH

Sally Hilton - Most of you already know me and thank you for coming out, I arn the Director

of Community Services at Allegheny University Hospitals and I thank you for being here

tonight. It k important that you are here because what you are going to hear about k something

that is very important for you to know as much as you can so you can go back and educate other

individuals on what is being discussed tonight. I would like to introduce to you three gentleman

- Mr. Wayne Vaught who is an ethicist, who is on the Review Board for the study that you are

going to hear about, Dr. Thomas Santora and Dr. Vincent CoweI1. ~ey will be speaking with

you this evening. Please feel free at any time to raise questions that you have or, if something
—_

is not clear, please ask them to explain it to you in another way - they are very used to that -

I do it to them all the time and they are very comfo~ble with that. Please feel free to ask any

thing you’d like to ask. At this point, I will turn the show over to the doctors.

Thomas Santora - I would like to thank each of you for coming out tonight. I know $ is Friday
-n-

ight and it is hard to break away from your families, but I very much appreciate the time that

you’ve given to us because we are going to talk to you about a very important topic.

..

I am a trauma surgeon and Dr. Cowell is a trauma anesthesiologist. We work over at Allegheny

Hospital and every day we see people from this community and other communities that come

— “ into our emergency center bleeding and despite our best efforts, some of those people die. In
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fact, just last week there was a gentleman from a neighborhood right around the comer from the

North Fairrnount area who was involved in a minor fender-bender and he got into a little

altercation with the gentleman that was struck and the gentleman took out a. gun and shot him

three times. That gentleman came to our emergency center and he may have been somebody

that may have been enrolled in this study that we are going to talk to you about and despite our

best effort - four operations and over 100 units of blood cells - that man passed.

We have kids that die every day. Just this past holiday we had another child that was injured

on Roosevelt Boulevard who was in a car wreek. She got out of the vehicle to inspect the

damage to the car and got hit by another ear and was dragged 100 yards. She came into our

—
emergency center. She had a broken pelvis. She had multiple internal injuries. She died on

the operating table despite our best efforts.

This is happening in every hospital across the county. Every year 140,000 Americans die from

injuries. Most of them die because of bleeding problems. And, in fact, when people come into

our emergency centers and they are bleeding and they have low blood pressure, despite our best--

efforts, mine is trying to stop the bleeding, Dr. Cowell is trying to ffl up the tank with blood

cells, 40% of those people, 40%, die. That is not acceptable to us and I hope that is not

acceptable to you as a community. If we are going to serviee a community, we have to do a

better job, but unfortunately, we have been somewhat hampered in our ability to make
s

improvements in how we can deliver trauma care for a number of different reasons. We are
.

very fortunate right now that the Federal Government has made some changes that allows us to
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do research that might in fact prove beneficial and help reduce some of those deaths and improve

outcome by allowing us to test new products, new techniques, in the face of overwhelming

injury where patients’ lives are threatened. We have just an opportunity we would like to

discuss with you today.

There is a new medicine that is made from red blood cells that we

patients that present similarity to the stories that I presented to you

have been asked to test in

ead.ier. People that come

into our emergency room with low blood pressure, evidence of bleeding and if those patients get

this medication it is our belief that we can reduce the death rate in this population to something

that is better than 40%. Now, this is not like penicillin. When penicillin came out in the 1940’s

it fwed the problem with susceptible infections, people were cured of the infections. We don’t

have those luxuries today, but rather, we might be able to reduce the mortality or death rate

from 40% to 30% and on the surface that may not sound like a lot, but in fact, if 140,000

Americans are dying each year and a 25% reduction in that death rate from 40 to 30% means

that we may save about 35,000 Americans each year. And some of those 35,000 might be me

or you or someone that we know and love and that is why we are here today - is to talk about-.

having the ability to do this kind of work.

Let me tell you a litde bit about this product. It is made from red blood cells. How many

people donate blood? Great. Well you know that when you donate blood they ask you a series

of questions to try to identify high risk behavior so that the blood supply that we use and Dr.

Cowell gives to our patients is as safe as it can be because we don’t want to transmit disease,
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especially the AIDS virus because it is a deadly virus. Despite our best efforts through the

blood banking process, that still happens, occasionally -- one in 800,000 blood units are tainted

with that virus. What happens when you donate a unit of blood depends upon-your blood type,

if it a rare blood type, you may in fact donate that unit of blood but that blood isn’t used. It can

only sit on the shelves for 42 days. It is not used it has to be thrown away. It has to be thrown

away. It is no longer safe to

participate in this research did

give as a transfusion. Well what this company that asked us to

was it took this blood that was going to be thrown away and made

another use for that blood. The red blood

making the important internal component

cells’ coating or membrane was stripped away thus

of the red blood cell, the hemoglobin that carries

oxygen to our cells that is important for ongoing life, it has made that available without the

coating. In this process of making available this hemoglobin, it heats that blood and it

pasteurizes that blood so that the product that we are wanting to look at is safer than banked

blood because in the process it goes through: the entire process of screening that the blood

bank does plus when it is no longer usable for transfusion in the process of making of the drug

that we are going to study it gets heated and pasteurized. And thereby, killing any Vi.rUS that

might be in that product.
. .

.-

What we would like to do is take this material which has been shown in laboratory animals to

increase blood pressure and as we increase the blood pressure in our patients that come in with

low blood pressure they are going to deliver oxygen much better to the vital organs and if we

can do that and I can operate and Dr. Cowell can give them the fluids necessary to maintain the

oxygen supply to the organs that we would have a better shot at keeping people from the

4



/“.

—&_
000-000079

devastating problems that we see on a daily basis.

—“

Unfortunately, the people that wearetalking about giving this medicine tooftendmes come in

so sick, so injured that they can’t tell us, “Yes, I’d like to participate in that study. ” So the new

changes in the law through the Food and Drug Administration, which is the federal agency that

looks over how new treatments are developed, has now outlined very strict guidelines by which

if the patient comes in with a life threatening problem and the study medication or treatment

is more beneficial than it is risky and there is no other way to do the research that once they

approved the way we do the study they say that we can do this because in fact the federal

government recognizes what we recognize and that is that we need to do better at treating

patients with life threatening injuries. But as part of the process by taking away the MNidual

patient’s ability to say “yes” or “no” to receiving this medicine they want us to come out into

the community and tell the community as a whole what we are planning on doing so that we can

get the feedback from you, the community that we seine, to see whether or not you see this as

1) a problem that needs f~ing, and 2) whether this fm that we are proposing is a reasonable

thing to do. Because if the community does not see both of those things that we ought not to-.

do this.

Vincent Cowell - Dr. Santora has given you a background of pretty much some of the things that

we do in our daily job as well as give you some background on this new medication that we plan

to use and he has also informed you that the government has said that we can give this without

getting prior permission from the patient or the family member ind thereby, this is the reason
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1) a problem that needs fting, and 2) whether this fw that we are proposing is a reasonable

thing to do. Because if the community does not see both of those things that Weought not to

do this.

Vincent Cowell - Dr. Santom has given you a background of pretty much some of the things that

we do in our daily job as well as give you some background on this new medication that we plan

to use and he has also informed you that the government has said that we can give this without

getting prior permission from the patient or the family member hnd thereby, this is the reason
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we are here tonight. There are two things 1) to inform you about the drug. Inform you why

we need to get it, what kind of patients benefit from this drug, and 2) as part of the federal

regulation that says that we have to come out to the community and tell the .cornmunity which

we are more likely to be serving what we are doing so that there is no mystery and perhaps

alleviate some misconceptions and suspicions which are understandable part of anything you

doing to someone without getting prior permission. Again, the purpose is to educate, to inform

and perhaps through this education process alleviate some misconception, misunderstandings and

suspicions about what we are doing. Pretty much what we are saying is that we have a drug that

relatively safe, a drug that we hope through our studies will show that we can save some of

these unfortunate victims that all too often, too often, come to our emergency rooms with

injuries that are life threatening because they lost a substantial amount of blood. And the one

thing that we want to

that we normally do.

anyone that comes in

make clear as well is this new drug does not mean we stop doing anything

We will continue to do the normal things that we would do to resuscitate

with a life-threatening injury that is bleeding to death. We just select out

a population of people which we will choose to use either this drug or use salt water in the

normal manner that we would, and, in over a 28 day period look to see if there is any difference
-,.

in the outcome based upon whether that person received the drug or whether they received salt

water. Once we come to terms with the results, we can then decide whether this is a worthwhile

drug to use in the resuscitation of people who suffer from injuries to where they are bleeding

to death.

Now, we again want to take this further by giving you an opportunity to ask and talk about any
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concerns that you have so that wecanbe sure that wehavedone inadequate job alleviating any

apprehension, any suspicions, about the message we are trying to deliver today.

Thomas Santora - We feel fortunate to be asked to be involved in this study; I say that because

obviously both Dr. Cowell and myself and Wayne maybe to a lesser extent believe that this drug

holds the promise of being beneficial for the patients that we treat. There is no question in our

mind that the problem needs to be addressed by something more than what we are doing.

We are one of 35 hospitals across the country that will be studying this drug. We are the f~st

hospital in the Philadelphia area to get to this point. You may have read the story about the

-_
hospital up in AIlentown, that was the fwst hospital in the country to start this drug study. We

are the fust hospital in the city of Philadelphia. There will be others that will participate in this

study, but as Dr. Cowell was saying, what we will do is that when patients come in and they

meet the criteria that demonstrates them to have a life-threatening injury, then they will be

randomly assigned, meaning that a doctor that is taking cam of that patient, whether it is myself

or someone else, will go to a box that has a series of envelopes and will pick out-an envelope-.

and wiIl open that envelope and decide by the message that is on the inside whether they get the

study drug or salt water so that there is not an individual as we are looking at the patient that

will say that this patient is such and such so I am going to give him or her the drug. It is all

decided randomly. The patient has to meet the entry criteria which means they have a low blood

pressure and evidence of bleeding and then that gets them into the randomization process with
_-—.

the envelopes. Then they will receive either 2 coke cans or 4 e@e cans full of either the study
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medicine or a similar volume of salt water. In and above all the other things that we do. We

will give salt water solution to everybody. They may get blood transfusions - both groups. Both

groups may get operations and most of the time when people are that sick, they get all of those

things. So the difference is going to be one group is going to get standard treatment and a little

bit more salt water and another is going to get standard treatment plus the study drug.

Vincent Coweli - On the issue of informed consent we want to make it also clear that it is only

in the case where the patient is unable to speak for themselves or a family member or significant

other is not present to give consent. If in fact someone is present, the spouse, brother or sister,

then we wouId observe the traditional practice of obtained consent before we would enroll

.—
anyone in the study. As welI as at any time during the study should a relative decide that they

no longer want that individual to participate that we would stop all involvement of that

individual.

9~ TION: That was part of the question that I was going to ask, but the first part of it was -

When would the study begin?
. .

ANSWER (TAS): That really depends on how well we reach the community. We feel very

strongly that we have to have the support of the community that we serve because that is our

role and if we can do that, we have this town meeting and two additional town meetings set up

and Reverend Sligh is talking about having us come out on Sunday as well. So if we can reach—

a large fraction of the community that we serve with those meetings, it is our hope that we can
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be able to compile all of the information - we have to give this information to Mr. Vaught who

sits on the Investigational Review Board that has to believe we have reached the community and

the community sees this project as beneficial. That is part of the role that they play and Wayne

maybe you can share more on the issue of human subject protection.

Wayne Vaught - I’m not a part of the research study - I don’t participate it in - I didn’t help plan

the research study. I sit on a committee which has been referred to the IRE!or the Institutional

Review Board, It has another name at our institution which is the Committee for the Protection

of Human Subjects - which is perhaps a little more informative name than an IRB. These

committees have been set up all across the country at any institution which received federal

.- funding - whether it be Medicaid, Medicare, finding from the National Institutes of Health to

do various types of research or any institution which receives that type of funding has to adhere

whenever it does research according to certain federal regulations which have been established

to protect human subjects. These regulations were established in the early 70’s and one of the

main requirements of those regulations is to protect subjects from any type of research risk, any

type of harm that can potentially come from the subjects participating in those research projects--

and to guarantee that subjects give their consent to participate in research so that researchers just

can’t go out and say, “Today I am going to do a project. This is what I am going to do and I

am going to gather up some subjects and experiment on them.” That type of thing can’t happen.

Anytime someone wants to prepare a project like they have, they submit to our committee which

will review that and we try to look through their document to make sure that certain things meet
—_

certain criteria to make sure that it is consistent with the federal regulations and me of those
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requirements is generaIly an Informed Consent Form which must be part of every research

protocol. What is being asked here is that in certain circumstances for them to waive that

consent. So that we have to take that very seriously because we do not want people to be

harmed by research. We want to protect the rights and the interests of the research subjects so

that our committee will evaluate their project and will take into consideration feedback that we

got from the community, from you, that will all come to our committee. We will review that,

we will review the protocol, we will see if it is appropriate. You can’t just waive consent.

There is certain criteria which have to be met before you can waive consent and one of the

research criteria is that informed consent cannot legitimatelybe gathered and the type of patients

that will be coming in - you can’t get consent from them and the need for this particular product

__
is so great that it is usually impossible to get consent from a family member or someone else.

So given that there are those federal guidelines we will make sure that it falls out, we will make

sure that there are no

consideration. And then

foreseeable risks that we can see that haven’t been taken into

we give approval for a research project to be conductedonce we have

guaranteed that all of our’concerns have been met and in fact protection of human subjects can

reasonably obtained in the research protocol.

So that is my responsible as a member of the Institutional Review Board. So I don’t participate

in their study. I just evaluate their study making sure it is consistent, making sure that there are

certain ethical requirements and legal requirements and then we give permission for them to go

ahead and do the research.
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QUESTION (woman)- I had an operation - I had a bleeding ulcer - when I got up there I had

to ask them for blood and sometime I have a lot of burning in my body and I want to know what

blood that you all gave me.

ANSWER (TAS) - This came up at a number of meetings. Blood transfusions are not without

risk. I think that Jehovah Witnesses are probably the most vocal about some of the risks that

are associated with blood transfusions. Some of the things that people relate to prior

transfusions such as having change in personality or this burhi.ng sensation that you are referring

to h’s hard to attribute that to the blood itself,

in fact be related to the reason why someone

_—_ gotten enough blood to their brain.

but rather especially the change in behavior may

needed a blood transfusion. They may not have

(woman) I have high blood pressure - would that cause that?

~SWER (TAS1- I don’t know about that.

. .
--

OUESTIONL I have a question in reference to community, if I do have a large crowd, but

could you possibly get a lot of the

determine whether the outreach what

information about to the community - How would you

was the suspect at various meetings and at this particular

community and the other thing - How would you determine to make sure that the community

was aware? Ok, we had enough mmmunity outreach. Ok we will approve or .. .

——
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ANSWER (’W.V.) -It is fairly difficult and in some ways subjective, but therefore following the

requirements of the federal regulations and one of things is “documenting that you signed in when

you came her tonight. The information is being recorded. Questions are being recorded night.

We will have access to those. There was a mdio show that was done and potentially brought

our audience of people who will be listening to that. We just can try to estimate Does it appear

and Does the information, the data that they are going to bring back from these types of

meetings and the signatures that we have addressed the question and concerns. Does it appear

that they in fact reached the particular audience that was necessary to meets those guidelines.

So we are just going to have to evaluate what comes in with what we are required to do.

TAS - Along those lines I think what Mr. Vaught said is absolutely right and there is no answer-

to that question. This is the first trial that tests these new fedeml guidelines. Ok, so what might

be applicable in Philadelphia is not necessarily the same set of guidelines that would be applied

in Los Angeles for example. So, one of the things that we are planning on doing is that we

convened a group of community leaders, about 12 individuals, were asked to come to the

hospital and they gave their time for this project to hear what we had to say. Basica~y the same
-.

presentation that we are giving today and we asked those folks, Officer Dean and Rev. Sligh

were two of the individuals on this council - “How do we reach

communicate with the community.” We used input from that

meetings.

the community and how do we

council to arrange these town

—
V.c. - For you get to the point where they won’t realize that are being involved in a study or

12
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a project that they might not want to be involved in and what we want to do is a couple of things

1) also look at the other side and I’m sure that everyone in here is aware of that there is

something that is in the news right now is that President Clinton has elected to ‘issue an apology

to an experiment that was done not too long ago in Tuskegee where in fact a group of black

folks were denied therapy to see how the progression of certain disease would go. So in fact

we have two sides of who to look at this. And either include or exclude people from this study.

And so, this approach we hope will do a couple of things 1) is through education and through

public disclosure is let people know exactly what is going on and have an opportunity to be

involved in the decision making of what goes on and realize that what we are doing is that we

are trying to save lives of those who are at most the most vulnerable point of loosing their lives,

I’m sure that most people feel that sometimes you might feel one way sitting and hearing about

it but if a loved one is facing a possible critical injury you probably would want everything

possibly done to try to help save that individual’s live. And so what we are trying to do is again

is trying to reassure everyone through this communication that of what we are trying to do is

give you an opportunity to ask your questions and hope to clear up an misconceptions that there

may be. .-
-“-

9~ TION:What mixture of the community is on the review board?

SWER(w.V.); The IRB is made up primarily of a variety - sort of disciplinary people from

within the institution. We do have a community representative who sits ont he IRB as well who

is not a physician - is just a person who lives in the neighborhood and she reads through the

. protocols and participates and voices concerns that she feds would be appropriate for the

13
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individuals she is attempting to represent, which is the people that live around here. So there

is a community representative, but mostly it is professionals at the institution, scientists or

clinicians or other types, myself being an ethicist.

Tape 2- Side A

QUESTION: . . . . What are the benefits of this drug and . . . what kind of

ANSWER (TAS): We absolutely agree with that. Right. Right. Sure. Let me put it into

perspective. I’m going to answer your question and I’m going to try and touch every point, and

if I don’t if you can just remind me. But before we were in the process of being asked to

participate in this study they said “How many people would you at your trauma center take care

of that might fit into this situation of having Me threatening injuries and having that from—

bleeding. ” So we did an analysis, we keep records at the hospital of all the trauma patient that

we see - and we see about 1,000 patients a year that come through the trauma center. Not the

ER because the ER sees many more people, but just the patients that are admitted to the trauma

service which are surgical patients. Of those 174 patients fit this criteria in three years. So we

are talking about on average somewhe~ about 50 patients a year. So many 3-5% of our-patient
--

population and then to try to find out where in our community these patients lived prior to their

injury, we broke that down by patient’s addresses and their zip codes. And I’m to tell you that

52 of those 174 patients came from North Philadelphia.

OUESTION (man); where did you get those numbers?

ANSWER (TASl; Medical College statistics. So that’s why this is an important community for

_—_ us. It’s your brothers and sisters, mothers and fathers, nieces, nephews that are being injured
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and coming to our hospital severely injured and life threatened. That’s fust and foremost.

The beneficial aspects of the drug -It increases blood pressure. And as a hemoglobin it carries

oxygen. Oxygen is the most important nutrient for every cell in our body. It sustains life. So

by increasing blood pressure and carrying oxygen we can support life until I can get the bleeding

controlled and as Dr. Cowel.1 is tending to maintain the vitality of all the other organs while I

am working, he is working, this medication hopefully will allow us to diminish the bad effects

that bleeding cause. Most of you have probably have heard of the idea of the “Golden Hour”

after injury. If you can’t improve the blood supply to vital organs within an hour after

somebody is injured, they are going to have a bad problem. They may not necessarily die, but

they are going to have a bad problem. So this medication holds promise because we can

. improve the blood supply and carry oxygen to the tissues. And it tends to normalize blood flow

to those vital organs.

Now, are there side effects? Absolutely. In fact, raising the ~lood pressure is a side

effect. What we have seen is as soon we give the

pressure begins to rise. It normally rises about 35 %

drug. I mean instantaneously, the blood

above where we start. OK? So if we are

talking about somebody that has a high blood pressure to begin with then we may-make a
---

problem making it even higher. But remember the people that we are talking about have come

in with low pressure. They may in fact be high blood pressure patients or hypertensive patients,

but when they come to us their blood pressu~ is low, and, in fact, somebody that has a high

blood pressure noxmally that has a low blood pressure is going to have a whole lot more

problems than somebody who has low blood pressure but has normal blood pressure normally.

.
So just raising the blood pressure is a side effect but in this particukw population of patients that. .
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-. is going to bea positive thing. Might it be negative, it might be, in the fact that until I can get

control of the bleeding, raising the blood pressure may in fact cause more bleeding. However,

in animal studies it doesn ‘t seem to do that anymore than the salt water solutions or the other

resuscitative fluids that we normally use. But that may be a probIem that’s why we have to test

this. The other side effects that seem to be

to transiently create yeIlowing of the skin.

fairly common with this medication is that it tends

Because the medicine resides in the skin until it is

removed from the body it will discolor the skin. You may hear the term ‘jaundice. ” When we

tdk about the term jaundice in the medical sense it is usually because of a problem with the

liver, but in patients that have receivwl this medication, their liver is free, they just have this

yellow discoloration, because when this medicine is in the skin, it is yellow. It is red like blood

and some of this material is faltered in the kidney and it can turn urine transiently red. The
—

blood pressure that we talked about, the elevation in blood pressure, that also is tmnsient. So

there doesn’t seem to be any long-standing effects of this medication and, in fact, the body

eliminates this medicine within 48 hours.

9W TION: How long does the yellow color stay? .-
--

ANSWER (TAS): The yellowness goes out of the skin at 48 to 72 and the longest its been

around is 5 days.

9WmoN : Is this to be a “last resort measure”?

‘ ANSWER (TAS): Well Ma’am, I wouldn’t call it a “last resort. ” I would say that what we do_—_

16
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today we really haven’t changed our approach to the severely injured trauma patients in 20 some

years, really. We are looking for new ways to improve outcome and I come back to the

problem and that is 140,000 Americans die b&use they bleed to death and when somebody

comes in and their blood pressure is low from bleeding, 40% of those pmple despite Dr.

Cowell’s best efforts, my best effofis, the emergency ambulance crews that scoop the people out

of the street and bring them to our emergency room as fast as they carI. Despite all of that, 40%

of those people die and who are those folks. In this community, they are young black males.

9~ TION:

ANSWER (TAS): No, No, No. If they meet the entry criteria of having a low blood pressure

from bleeding they will be enrolled in the study. They may not get the drug, they may get salt

water, but they may get the drug.
——

OUESTION; Age

$%NSWER(TAS): There is no cut off of age on the high end, there is on the low end at 18

because the issue of consent from parents and all. Did I answer all of your questions?

OUESTION: I was wondering if you ???

&WWER (’TAS}: No it does have drug effects. It carries oxygen and it tends to normalize
-.

blood flow and it does that by combining with an element that happens to adversely affect the

drug vessels and hemoglobins of all kinds scavenge up this material that tends to dilate blood

vessels so that it acts as a drug. It has drug-like””effects. You can call it a medication. YOUcan

call it a drug. It is a blood product. Okay. I’m not going to try and hide behind anything.

9UESTION:

— ANSWER {TAS): Taken away. The coating of the red blood cells, the cells that we have in

17
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-_ our bodies is striped away from this medication. Red blood cells have a shell around it. You

can think of it as an egg. The cell membrane is the shell and then you have the white of the

egg, that’s the fluid through which the yellow part, the yolk, is hemoglobin. And what this

company has done is that it has stripped away the shell and it has removed the white of the egg

and is left with the yolk, the hemoglobin, which is the important part of our red blood cells and,

in fact, whether you are Afro-American, Caucasian, Native Indian, Asian, or any denomination,

we all have the same hemoglobin. There are some different hemoglobins, like sickled

hemoglobin and that sort of stuff, but the basic hemoglobin is the same. So the thing that makes

us different is that the coating of the red blood cell has blood types, markers, on it so that if I

wanted to get a blood transfusion, I would have to have my blood typed and I can only receive

red blood cells that have the same type as mine because if I got another type my body would
-—

react violently against that. But by removing that coating that contains all those type markers,

the hemoglobin can be given to anyone.

OUESTION\

#$IWiwERL Right. When I say it is a drug, it has drug-like effects. I think it is just a symanic

thing.

V.C. - the company refers to it as a blood substitute.

Some people call it blood substitute. But it is just a

OUESTION:

.-..

-.”.

For simplicity, somepeople call it a drug.

matter of symanics.
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ANSWER W.C,): One other thing I just wanted to clarify. People dealing with the issue of

blood transfusions do it for different reasons. The Jehovah Witness, in fact just to make it clear,

do that for a

people make

religious belief not because of the fear of AIDS, hepatitis and what not. Other

choices of blood transfusions for fear of transmission of diseases. Other people

make decisions about transfusions just because of the principle that if they don’t have to have

somebody’s blood, they don’t want it.

CWESTION: Is there an allergic risk?

ANSWER {V.C .): With this drug, none. Because as Dr. Santora just explained the part that

causes the allergic reaction has been removed. There is just the hemoglobin part of the blood

that would be given. Blood is a product that have many constituents. It has white blood cells,
-

red blood cells, it has platelets that cause bleeding to stop by plugging in holes. It has much

hemoglobin. The purpose of hemoglobin is to just camy oxygen. The blood does many things -

it carries sugar, it carries protein, it carry enzymes. Again, this substitute doesn’t do

everything blood normally does. All it does is carries oxygen which is a vital part of the

immdiate resuscitative efforts. What we are doing is not giving you something that is-going
-t-

o save someone’s life for the long haul. This is something to try to make an impact during that

first hour that someone comes in and may make the diffemnee of

chance to continue a person’s life beyond that immediate point

whether or not we get the

were we see them in the

emergency room and get them to the operating room and by the time we make a decision to give

you blood in the emergency room, you best believe you are in trouble.

19

.. —,,. ,.,, . .



000-000095i

—
CJUESTION: What gets a patient qualifled for this study?

ANSWER {TAS~ There are 2- low blood pressure and evidence of bleeding. Those are the

only criteria.

OUESTION:

ANSWER (TAS): That is on your way out Ma’am.

V.C. - When you get injured and a major vessel is open and you start to loose blood your body

is normally able to try to cope with it. It tries to stop the bleeding. Your body starts to clamp

down on the vessels to try to keep the blood pressure up. The point of trying to keep the blood

pressure up is that it drives blood to the vital organs - the brain, the lung, the kidneys. Once

the body has done all it can, then what happens is that the kidneys no longer get that blood, so
-.

then you start to have kidney problems. The liver no longer starts to get blood, then you’lJ have

liver problems and the brain no longer gets blood, you start to loose neurons upstairs and what

we are trying to do is get a product that will at least provide those organs with oxygen until we

ean get the hole freed, until we can get you some other products that the blood normally earnes

and one that coagulates, and stop the bleeding and plugs the holes so we can give you factors

that cany proteins, nutrients and other things. Again, it is a way to help us take &e of you

in the acute or the critical “Golden Hour, ” one hour phase immediately following the time that

we get you into the hospital and try to take ~ of you.

Om~oN : Will other patients be able to reeeive this blood substitute, for example a woman

— who has given birth and is losing a lot of blood?

20
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ANSWER (V.C.): It may eventually may get to them, if in fact that we fmd that this drug is

of benefit and, in fact, heips to save lives in this situation. Again, what we are doing here is

not a whole lot different that any drug that we use today. Every drug, every product, medical

product, or whatever has to start off somewhere. What happens is that somebodydiscovers that

this works to take care of a problem. Then they try it out on animals. Then they present it to

the government and say “Look at our results. This is what happens when we use this drug.”

And the government has a big committee, and it is much bigger than his (our IRB), but very

similar to his, that makes a decision whether they think this drug is going to be helpful or not

in the care of people and they give their approval and then this drug comes on the market. What

the drug company has to do before h can do that h that they have to show proof that the drug

works in animals and h has done some research in humans. Alot of trials on humans go on in
-

Europe, India or in other places that don’t have strict FDA guidelines and things Iike that. So

they bring the data back from over seas and say look at what happened to people over there, it

worked. Sometimes the public hears about something that is working overseas and the public

is the one that knocks on the government’s door and say we need this drug. An example would

be the AIDS patients that find out that they are using a potentially beneficial new d~g in

Europe and the FDA is dragging theh feet and they

a series of steps or protocols that must be completed

-a-

re dying. We need this drug.” There is

before a drug is finally approved and this

study is one of such trials. The drug company-how is saying to us - we want to include in 35

sites around the country - we want to make that point clear to you - this is not just on inner city

people, this is in the suburbs, like Allentown. This is not only on-people getting shot. These

____ are people who are involved in car accidents, who fall off tractors; get hit with basebaU bats.

21
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However you canput a hole into somebody. These are people that might be involved in the

study around the country and once the results come in from these centers the company can go

back to the government and say this is what we found. If it looks like this drug helps, then the

FDA says go ahead and use it. If it doesn’t look like it helped much at all or if it hufi people,

they will say go back

TAS - To amplify on

years and the process

to the drawing board.

that - this drug has been studied in about 350 people over the last four

that the food and drug administration goes through is that they have to

demonstrate that the medicine is safe before they can allow the company to increase the dose.

So what they do is that they start giving the mdicine or the substitute or whatever you want to

call it at a low dose and then increase the dose to see if it has any adverse effects on people.

Those trials have already been done to demonstrate that at the higher doses, this medicine is

safe. So now what the drug company has to show is that not only is this a safe drug, but it is

aiso something that can be helpful and if it can be helpful in patients that have low blood

pressure from bleeding due to injuries. If efficacy is shown in patients with tmumatic

hemmorhagic shock, then you can use this substitute in women in child bearing that have low

blood pressure because their uterus is bleeding for it doesn’t really matter what the cause of the
.-

bleeding that creates the low blood pressure is. If the (hug is effective it will be effe&ive in that

population. So that’s the hopes that this drug does in fact realize the potential that we believe

it has then it will come on the market and any d6ctor can use it in the appropriate circumstance.

9~~o N; Will other trauma centers in Phdadelphia do this study?

—
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ANSWER (TAS]:

with Hahnemann.

OGO-OOQ.0j8
There are now five trauma centers. There used to be six, but we com m

Temple is one. Temple is one the docket for this study as is Einstein. The

people at Jefferson are talking about it. The people at the Hospital of the University of

Pennsylvania are talking about it. But we are the first of the trauma centers in the city to get

to this point.

OUESTION: Is there any information on the benefit of this substitute in people?

ANSWER (TAS): WeIl again, this process is moving along fairly rapidly. Some of that data

is in the process of being written . . . so in other

but some are in the process of being written.

words, these papers may be, some are written,

OUESTION: Is there information on the use of this substitute in bleeding trauma patients?

~swER (TA!N; There is certainly the animal studies that have shown benefit especially for

the shocked animals; for people that are in shock -- that information doesn’t exist because that

is the trial that we are trying to do right now. So there is some work that has been done in

cardiac patients for example, that this medicine, or bloodproduct, or whatever you want to refer.-
-t-

o it as, has been shown to reduce the ned for blood transfusions tier open heart su~ery. This

medicine has been helpfid for patients with kidney failure on dialysis. It tends to improve the

blood supply to the kidney and it has been of marginal value in patients that have strokes; the

idea here was if you can increase the blood supply to the brain at a time when it was most

vulnerable maybe you can minimize the effect of the stroke, but utiortunately to date, that has

— not been shown to be beneficial.
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QUESTION: This kfomation about theuseof thesubstimte inpmple doesn't exist?

99

A.NSWER (TAS): I said that stuff is not written in the journals yet. It has been presented at

professional meetings but it has not been in print yet. About the efficacy of the blood product.

Again the safety of the blood product has been shown and the beneficial effects in laboratory

studies that have prompted the human trials are in print and I think that Sally has that material -

Did SalIy not get you that packet - She has it - absolutely.

V. C. - One other point

or not we did our jobs

I wanted to make to k that in terms of being able to evaluate whether

in terms of presenting to the community. I want to emphasize and I

wanted to do this a little earlier is to thank each and every one of you and applaud you for your

community concern and interest in showing up. This is two way street, we must make an honest
.

effort to get this information out and try to make an honest effort to let each and every person

that cares about it, know about what we are trying to do hem. But there is also a community

responsibility that if people have a concern, then it probably worth the effort of trying to show

up and be a voice as the process is evolving as apposed to be a voice after something has

happened. Rev. Sligh shared with us that it is ptnbably not a good pIan to communicate.-
---

infonnation when we have a fill house when there is a crisis after the fact what we-are @ng

to do is get people to come out and be a part of what we are trying to present here so that we

can perhaps shed some light on some misconceptionsand to havean opportunityto ask questions

and participate. For the people who didn’t make this meeting, we understand that people have

things to do, it is Friday night and peopie get off of work, We are holding two other sessions -

one which is not too far from here, Pickett School and another one at East Schyukill Library.—-
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We again are trying to get that information out though word of mouth and newspaper advertising

and someone even suggested that maybe the Mary Mason’s show. In any rate, we encourage

you all to ask anyone who has a concern to perhaps come back to one of the other meetings,

Rev. Sligh has made his congregation and church available this Sunday. You are more than

welcome to feel free to cdl me, Dr. Santora, or Sally or anyone in communications here to

voice some concern and get some questions answered.

OUESTION; You said that you will pull an envelop out of a box to see who gets what and do

you know how many people will receive the substitute vs.the salt solution?

ANSWER (TAS\: No, there will be equal numbers but they may not be equal at our hospital

necessarily. What we are going to do, we expect to enroll about 20 patients in either 12 to 18

months and they will be sequentkdly numbers 1,2,3, all the way to 20. The fmt patient who

comes in gets envelope #1, the second patient #2, and we may fmd that out of that 20 it will say

the study medicine 11 times or 12 times and it will say that salt water 8 times or maybe vise

versa.

mwfENT’ L Then it won’t be an equal number. .-

TAS: Well I don’t know. It may be. But what they’re going to be is over the 35 centers that

will do this study across the country, there will be somewhere in the neighborhood of 850

patients enrolled and about an equal number ‘will mctive the salt water in addition to the

standardtherapy verses the blood substitute and the standard therapy.

co MMENR. Okay, then in other words, the number that’s gofig to come out will be equal?

TAS: Yes. Yes. Right. But we don’t know what those envelopes say until we open them.—
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- That is the point we are trying to make.

QUESTION: How would patients get into the study?

ANSWER (TAS): Well, f~st of dl you have” to have low blood pressure and evidence of

bleeding. Those are the two things. If you came in as the family, we would approach you and

say your 10WXJone meets the entry criteria for this study and we would like to enroIl him or her

in this study and you can give consent for that individual.

COMMENT: Could someone request the substitute?

~AS: No Ma’am. No it would not. The reason that studies can’t be given like that is that

would enter bias into it because again, this drug has potential to be beneficial because it

increases blood pressure and it carries oxygen. However, to be very honest, as I mentioned as

you increase the blood pressure that might cause bledng, more bleeding and maybe that will

have a detrimental effect, it didn’t in animals, but we’re not animals. So even though most

things are analogous as you go from animal studies to humans, but we don’t know that for

certain. So we can ‘t come in with a preconceived bias. It has to be a random process.

aJEsrIo N: what

R (T’AS~

will the patients who don’t get the substitute get?

Usual medicine plus a little bit more salt water. So in other words we are
.-

doing the same thing. In other words we are doing the same thing. In other words ‘we are

going to have two teams of people Mcing care of the patient. There is going to be the trauma

surgeon and the anesthesiologist and then will b another team that deals just with getting this

medication in the study group. So that there is not any bias by anything, we try to do the same

things in both groups except that in one group there is going to bean equal volume of salt water

and the other group an equal volume of the blood substitute..-
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OLJE+S’.ITON:How many people will be involved in this study?

ANSWER (TAS): A number of patients? Yes+ Yeah, there are ways to determine how many

people you need to enroll in a study dependent upon what you expect the medicine to do and that

had been done and to show a 25% reduction in the death rate in the patients that received the

study medicine versus standard therapy essentially, they need 850 patients.

V.C. - that’s not just from our center.

TAS - Right. The expectation is that the majority of trauma centers will be like ours, busy so

that they can enroll 20 patients within about a year to 18 months. So that is the expectation.

WIN lTON: Will the information from the study be available for review?

ANSWER (TAS): As a matter of fact, as patients are enrolled, that i.nfonnation is going to go

to an independent safety board. That is another one of the safeguards for the human subjects
—

that will be enrolled in this project. ‘Ilk safety board is made up of people that aren’t the

investigators, like Dr. Cowell and myself, and they are not the sponsor, they are not the federal

government, but it is this independent group of scientists who will look at the data as the data

comes in and after about 400 people are enrolled, they will look and compare if ~ere is a

difference between the people that received the study medicine versus those that received.-
-..

standard therapy and a little bit more salt water. And if that number of patients shows that there

is a marked improvement in sumival after the study medicine, they will stop the study right then

and go to the FDA and say that there is no mason to continue to test this because it is no longer

ethierd. It’s like the Tuskegee thing. If we demonstrate that we have a beneficial treatment it

would be unethiea.1to not make that available to everybody who comes in under these

——_- circumstances. L&ewise, if that same safety council found that the study medicinewas creating
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a worse outcome, it would stop the study and telI them there is no way the study is being

continued and you are going to have to go back to the drawing board,

C)UESTION: Will this information be made av~able to us?

ANSWER (TAS): Well, I think that it hard to do that because it may be that all of the patients,

God forbid, all of the patients that get enrolled in our site, they all die regardless of what they

get, regardless of what happens. And up in AIIentownthey all live regardless of what happens.

And that is just sort of how it happens. We know that these people are so sick that we don’t

expect their mortality to go from 40% to O. We don’t expect that. Realistically, that is not

what is going to happen. But hopefully we can save some of these people. We can reduce their

mortality from 40% which we know h k and h has been that way for years in this population

to 30%. OK? And again, that may not sound like a lot, but that 25% reduction in the death
——

rate over the entire United States amounts to 35,000 Ameficans each year. So that k a big deal.

But, can we look into the feasibility of doing that. Sure we can do that.

Well you know that Sally Hilton had suggested that we develop a trauma liaison group with the

community and I think that is a fabulous idea because again, I think it is important that you all

understand that this isn’t the fm to the problem that I see and Dr. Cowell sees every weekend
--

or every day that we are on duty in the emergency room. This isn’t the fm. The f~ is stop the

drunk driver behind the wheel, take the gun out of the, esptxially the younger kids hands.

That’s the fm. But until we can get to that point, we need to have better tools to work with

because I will tell you it is real frustrating coming in day after day and seeing young people,

especially young people beiig picked right out of the prime of the~ life, the most vital part of

—_ our community, despite our best efforts. We gotta do a better job.
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. OUESTION: Womm - I have trust in this doctor of what he is saying because he is the one that

saved me when I went up there, I had lost so much blood I was loosing consciousness. I had

to be rushed into the emergency room and they stied working on me right away. He was there

to with blood and all that.

ANSWER (TAS\: There is a contact number that you can call l-80()-PRO-HEALTH and I have

tried personally to contact everybody who has called the number and I will do my best to

continue this practice. But again I think that if it is possible to get as many people that you can

talk to the next couple of meetings, because realistkally what I hope that you get out of this

meeting is that we don’t have a hidden agenda, peopie are dying left and right and we need to

try to fw that problem and this is one potential f~ and the sooner we can get to this, the sooner

—
we can start on our mission. So we can get caught up in this progress trying to reach out into

the community and I think that it important. However this project turns out, we are doing the

right thing and we need to continue working with our community. That’s what we are there for

is to serve the community and I think that if we can get a larger group at the next couple of

meetings and a mzd good mix that we can have interaction and we can bringthat information
.-

back to the community council and then on to Mr. Vaught’s group and we carI mo~e fonvard

with this process.

OUESTION: You sent out information about &is mt@.ngs?

SWER (’TA!N; Yes Ma’am. We have sent out fliers, ads and spec~lc letters of invitation

to these meetings. Yes. That was one of the reasons and one of the expertise that we got from

~ our community council. We tric@ to identify how best to reach the community and we got
—___

,,, . . .
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.
contacts from various church members and church leaders, block leaders and we sent them

personal letters of invitation to these meetings and again, I’m not discoumged. I’m not

discouraged with the turnout of this meeting. I think that the Reverend is right on the nail, as

I’m sure he is most times, people don’t respond unless there is a crisis or they have strong

feelings one way or another and one can look at this saying we made this information available

and you as members of the community must have felt strong one way or another to come and

listen to what’s going on. You need to voice your opinions just like Ralph said. We really need

to know how you feel about this problem, this potential research project and anything else that

might impact how we take

OUESTION:

ANSWER (-V.C.): Again,

care of you as our community.

we were just trying to share with you an honest effort to try to help

some people that far too often have been overlooked. I couldn’t begin to stand here and tell you

how it breaks my heart to see the unfortunate situations that come across my work. That’s the

red problem. But we can help some peop~e. He was just saying that a young man is no longer

safe; we see them come to us at 10 or 11 years old with pockets full of drugs and seriously

injured. .-
--

V.C. - Any other questions before we wrap things up? Concerns? Comments?

-
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Second Town Meeting at Schukyll

Dr. Sokil is here to be able to

Falls Library

answer any questions that you may

have about the institutional commitment to the protection of people

that are involved in research studies at our institution in

particular.

My name is ThornSantora and I am one of the trauma surgeons over at

AUH/MCP. Vince Cole is one of my associates in the Department of

Anesthesiology. We are coming to you today to discuss an

opportunity that we have to help the patients that we see on a

daily basis. As a trauma surgeon I an called down to the Emergency

Room very frequently, just about every night that I am on call, to—_

try and evaluate and put back together people that have been

severely injured. For example, not long ago an individual from

this community was walking along the railroad tracks down here and

had his walkman on and did not here the train coming and was struck

by the train. This fellow came into the Emergency Center, as you

can imagine, he lost that battle and was pretty

When he came in his blood pressure was low and he

bleeding into his belly cavity. He would have been

this study. Fortunately for him we were able to

badly $fiju-red.

had evidence of

a candidate for

get him to the

operating room and get him patched up, but that gentleman spent

about 3-1/2 weeks in the hospital and required two operations to

. get that done. We had another
-_

in a motor vehicle crash on

bender got out of the car and

child not long ago that was involved

Roosevelt Parkway~, A minor fender

in fact was truck by another vehicle

... .. .... . -. ..... ..”
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and dragged 100 yards down the road. This child was brought in to

the Emergency Room with barely a pulse. We were able to get her

pulse back and take her to the operating room where she had

extensive intra-belly injuries and a badly broken” pelvis and

despite our best efforts, this 17-year old girl died on Christmas

Eve. These are the tragedies that Dr. Cole and I see on a daily

basis and this is just a couple of examples of what could be said

of 140,000 Americans every year that dies as a result of injuries.

It happens to young people, old people, people of all race,

religion, creed, you name it. A vast majority of these folks are

in the prime of their life and, in fact,

cause of death for persons under the age

— cataclysmic problem and right now when

trauma is the leading

of 44. So this is a

patients come to our

Emergency Centers and their blood pressure is low from bleeding 40%

of those people die despite our best efforts. 4 in 10 patients

despite Dr. Cole filling up the tank and me trying to get control

of the bleeding they die. That is unacceptable to us as people who

see this on a daily basis and I would hope to think that this is

unacceptable to the community as well. That is what we ar~-he~e to

talk about; is the opportunity to change some of those numbers. We

were invited to participate in a research study of a blood
...

substitute that has been shown t’ohave promise to improve blood

pressure and improve o~gen supply to injured patients. Oxygen is

our most important nutrient that keeps ourselves alive and we have

. been taught through medical school that injured patients have 60

minutes, which is called the Golden Hour, after ‘tfi:yare injured by

which if we could fix the blood flow to vital organs we have a
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——_ fighting chance to get a patient through even severe injuries. The

hope is that with this research study we will use this blood

substitute in addition to the standard treatment that we use today

that is the same in every trauma center across the country, but we

want to look at this medicine that will be given shortly after a

patient arrives in addition to the standard treatment to see if

this medicine can improve the blood supply during chat Golden Hour

so that we can potentially get more people to survive. Just as I

was talking to a man in the back, this medicine is not expected to

be the same results as we saw in the 1940’s with Penicillin. When

Penicillin first came out we gave it and peoples infections were

cured. We do not expect that with this medicine. There are going

to people that are going to get this medicine and they are going to-.

die anyway because there injuries are too severe but what we are

hoping is that it will reduce the number of people that die by 25%.

Say

see

and

instead of 40% mortality in the standard treatment we expect to

about 30% mortality in the patients that get standard treatment

this blood substitute. That may not sound like a whole lot

but, in fact, if we talk about 140,000 Americans and we CM r~duce

the mortality from 40% to 30% we may be looking at saving upwards

about 35,000 Americans every year and one of those people may be

God forbid somebody that is near-and dear to our hearts. That is

really what we are trying to do is to se~ice the community. We as

medical people that see

this as a huge problem.

the fixed of the problem

not. We need to take the

this side of our community activity see

It is killing our young people. Is this

that we see on a daily’b:sis, absolutely

guns out of the hands of kids, we need to

.,.. .,,.
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_-‘% take the bottles and the drinking out of the people behind the

wheel, that is going to fix those problems but until we do we as

people that take care of injured folks need to have better tools to

take care of these folks.

Another person:

To explain a little bit more about ??? is that the reason we are

here is that this blood substitute product called ??? is a

substance that has been produced by a company called Baxter Health

Care Corporation.

some experimental

exposure as well
—_

This blood substitute has already gone through

research with animals and has also had some human

although it has not had the kind of exposure in

the patient population that we are trying to familiarize you with.

What has happened thus far with this research is that the

government has sanctioned us to begin trials with this research.

If we can communicate with the community to allow them to

participate with a voice and feedback information knowing what we

are doing and giving us some feedback as

they think about this process, about

possibilities of being affected by what

to what they feel and.what

the research, about the

we are doing. This blood
...

substitute product again is primary purpose is to carry oxygen to

the vital organs so that the cells receive the nutrients from the

workup of this blood substitute may perhaps e better

surviving the critical period in which the person is

_—.
fighting for their lives. The government has’&\lowed

this without having to get consent from the individual

chance of

literally

us to use

because of
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the circumstances under which most of these patients come to the

hospital. Most often the patient comes to the hospital and may not

be accompanied by loved ones or may not be accompanied by someone

that is in the position to give consent to us ca”re for the

individual and quite obviously the individual themselves are not in

the position to give their consents. In the’event that someone is

with the individual that is in the position to give consent, we

would follow the normal protocol that follows in any situation

?????

This being a husband, wife, child, etc. ??? Tape gets lower and I

cannot here what he is saying.

Question: ??——

.

Thorn: Every case. Right, but the problem we are faced with is

that trauma is unpredictable.

hit by a car and unfortunately

then the patient is brought

We could walk out that door and get

that happens all to frequently and

to the Emergency Room with life

threatening situations and there is no one accompanying ~that

patient. However, we will inquire whether or not there is some

there, we will look through their pockets to find out who this

individual is and try and contact a love one as we do now to let

them know what the situation is and under those circumstances ask

if they would participate in this research trial.

—
Question: ??
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Thorn: At this point in time the federal government in this

year process has put a moratorium essentially on doing reseal

!!

three

ch of

any kind in the face of emergent circumstances because when people

come in either with heart attack, Dr. Sokil’s other hat is that he

is a heart doctor, and when people come in having a

there are certain things that have been put on hold

patient really can’t give an informed consent because

concerned about dying. So in a situation very anal

heart attack

because that

they are too

Ogotls to the

patients that we take care of under these circumstances. So in

three years the federal government working with scientists,

ethicists, lay people have developed guidelines that just went into

effect November 1, 1996 that stipulates that if”you have a life

threatening situation and you have a study treatment whether that_—_

means some medicine, a blood substitute,

that has shown more benefit then risk and

way to do the research trial and that the

looked at the exact plans for the research

be acceptable and the group that Dr. Sokil

some kind of operation

that there is no other

federal government has

and have found those to

heads at the individual

hospitals has gone through the same process in lookingj at: the

protocol the exact steps that the researcher will do if those two

groups are found appropriate then a patient can be enrolled with”an

exception to informed consent. The additional safeguards for the

subjects because the individuals often times won’t be able to give

consent because they are not thinking clearly because their blood

pressure is low is to go out into the community.as we are doing now
—_ ,

and to try and reach the people that potentially may be subjects

for this research, God forbid anyone in this community, but the
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point of the matter is trauma is completely unpredictable and if

the community is aware of what we are doing and they have the

opportunity to come to us, hear more information, voice opinions

and concerns and essentially the sense that we get and’Dr. Sokil’s

main purpose here today is to get some feedback

group. If you see this is beneficial and you see

life threatening then we would proceed. Now if the

from you as a

the problem as

community said

I do not see this as a problem meaning that it is okay that 40% of

people that come in like this die, I do not see that as realistic,

but if that is not perceived as a problem or just for whatever

reason don’t like the idea of the research or you don’t like the

idea of having individual patients rights taken away then we are

not going to proceed. Let me speak about the rights of the

individual. I for one will always seek love ones to tell me what

to do and help make decisions. That makes me feel better. I know

what I would do for an individual if I had the only say in thing

but what I am saying does not matter for the individual patient.

That patient is the primary decision maker and, when that patient

cannot speak for him or her self, and it is the family that k-news

that individual best they should be able to speak for them and that

is how we do business. However, I also believe that the most

sacred ?? is life itself and the way I see this is that 40% of

these people that come in that fits this bill are going to die. So

they lose that right to life and with this product 1 might be able

to save some of those people. That is the right that I think gives
_—

us the right to proceed with this exception for informed consent

but we have to do it properly.
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Thorn: First of all the study is.not

started. The way that the federal

particular oversees a drug development

continuing it is just being

government and the FDA in

it has to show that the drug

is first off is safe and it gets to that point only after it has

been shown to be effective in laboratory animals. So if the drug

is not effective in laboratory animals then there is no reason to

test it in humans because why would anybody regardless of how safe

it is want to use something that is ineffective. Animal laboratory

studies are important because what efficacy it is shown to various

treatments are often times equivocal to the human. So that if we

were develop a model where animals have bled given this material__—_

which has been done it has shown that the animals that received

this medication lived whereas the other animals that do not get the

medication died. There is a difference between those two groups.

So there is demonstrated improvement ?? terms of life in animal

studies. So that information is fed through federal government and

says that this drug looks promising therefore lets start tes~in-g it

in humans. The first part of that testing process goes through a

?? base process where the first two phases are to look to see how

the drug is handled by the ??? ?? ad then once it has been ~ho~

you know how the drug gets eliminated from the body and those sorts

of issues the next question is, is it safe at increasing doses.

Safe in terms of does it

–-
tests have been done in

Now the last phase for

cause damage to the lungs, ??? and those

humans and the drug is Ishown to be safe.

federal FDA approval ??? shown in those
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patients. Its efficacy has been shown to be basically reducing the

amount of blood that was necessary in heart patients undergoing

heart bypass surgery. It has not.been tested in the population of

trauma patients to look to see if it would improve their outcome.

That is the study that we are about to undertake. I think that it

is going to be beneficial because it does the things during that

“Golden Hour” that we need to accomplish and that is to improve

blood supply by carrying the o~gen to vital organs so that we have

a fighting chance. Could it cause problems? Sure it could as it

increases the blood pressure which this medicine does very shortly

after giving it the blood pressure goes up so as the blood pressure

goes up we may find that the bleeding increases that has not been

shown in the case in animals studies but it might be in the human—.

study that is why ?? those results in animals may not be the same

in humans.

Question: ???

Thorn: High blood pressure, no, there is a

fairly common ?? one is that ?? discolor

meaning that the medicine

till five days and ?????

tends to turn the skin a

jaundice ?? Jaundice will

that lives in the

couple others tfiaE-are

the skin in transient

skin for a period of up

eliminate through the body and as such

yellow color. You might appear to be

leave you ??? medical doctors ?? usually

means that there is a problem with the liver and the patients that

have gotten this medication and there skin has turned yellow there

liver can actually ???. What has been found is that the medicine

,. --., ,,,,
.,.,,.-.



,

—-. itself is in your skin and with a light shining on it it turns

yellow like babies that have high bilirubin levels shortly after

their born. It is the same sort of thing. The other common side

effect is ????? and some of it ????. Now other side effects that

I do not think we will see in our population because our patients

are so sick they won’t be able to complain. Often times ????

but bloating, gas pains, ???. Again, I don’t think that ????

Now the blood pressure effect can be conceived as an adverse side

effect ??? where our patients come in with low blood

pressure ???? ?????????? blood pressure can rise up to about 35%

where it started from. So if someone starts off low and then goes

up to normal ????

—

Question: ??

Thorn: Well again that is the possibility if you start off with ???

It is an enhancement. It is just a substitute for blood ???????

Tape is too low to hear!! .-
-,-

.,. ,,,. ,
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Community Meeting
PickettMiddleSchooI

Thursday,April17,1997

Question(female):You saidthatyouusea bloodsupplyfrom(heredcrosswhich is normally

discarded after42 daysbecauseifyou usethatbloodafterthe42daystherewillbe adverse

affects.So theytakeitandwitha fewmodticationsnow h becomesa blood substitute. Do we

know ifanyiftherek anyadverseeffectsfromthebloodsubstitute?Imeanhasthisbeendone

before?Do we haveresultssomewherethatsaythisactuallyhelpsordoesn’thelporhavesome

sideeffects?

Answer(TAS):Yes.The way thismedication,anymedicationgetsapprovedbytheFoodand

_——_
DrugAdministrationisa veryregimentedstepwiseprocess.Firstofall,themedication,our

blood substitute in this case, is tested in laboratory animals because they want to see if the drug

has potentialbeneficialeffects.In studyanimahthismedkationinfactdoeshavea better

outcomeinanimalsthatwerebleedtothe point where their blood pressure was quite low. They

compared this blood substitute to blood and to other standard ways of trying to increase the
--

blood pressure; salt water solutions, albumin, those sorts of things. The animals that weived

the blood substitute did significantly better than the animals that received the other treatments.

So in laboratory animals, there is no doubt that this medication,thisbloodsubsthutehasbenefit

atimprovingsurvivalfrombleeding.Now whattheFDA thenhadtoseewas,isthismedicine,

thisbloodsubsthute,safe?Inotherwords,ifyougiveittopeoplewilltheyhaveproblems.

..-.=
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some gas pains afteryou administer the medicine that are transient. Butourpatientpopulation

will be so sick from their bleeding, they will have a breathing tube in place, be under anesthesia,

most likely they won‘thavethesecomplaintsorthoseproblems.Sothosearetheadverseaffects

thatareseen.

Question(samefemale):SincepatientsnormaIlyhavehighbloodpressureorkidneyproblems

willtheybecandidatesforthis?How wouldyounotknowthat?

Answer(TAS):Well,no we don’tknow that.Theonlythingwe’llknow aboutthesepatients

most of the time is that they’ve been injured and when they come to us they have a low blood

pressure and evidence of bleeding and, in fact, the person that comes that has high blood

pressure under normal circumstances that now presents with a ve~ low blood pressure are at

even higher risk of having a bad outcome because their organs, like their kidney, needs to see

a higher blood pressure to function. Their organs have become used to seeing a higher blood

pressure. So it is crucial especially in those people to get the blood pressure up as fast as you

can.
-,-

VC: In those situations where people come in as trauma victims preexisting diseases, be it high

blood pressure, diabetes, or whatever, all of tt& takes a back seat to the immediate needs of

tmuma patients, so we’re not worried about treating somebody’s high blood pressure. At that

point in time your priority is trying to provide cellular nutrients, primarily oxygen, by getting

_—

Tlcke[t Middle .SchooI- 4/17/97

3



[ml-(-loo!/8

—_ as much materialthatcarriesthoseproductsintothebody faster than it is coming out of the

body.

Question (female): Can you tell us how long this nxearch study on this medicine, I’m calling

itnow,has been and if we can find out what other ingredients are in this medicine. I mean we

first started talking about a blood substitute and now we are Wing it an actual medicine. So

I want to know some substance other than, you know the hemoglobin being re-oxygenated is

what I thought I heard but, I mean medicines are made up of more stuff.

Answer (VC): We sometimes

because its a little bit of both.

interchangeably caIl it a blood substitute or a medicine and its

What it actually is what Dr. Santora aheady said. Everyone’s

blood has hemoglobin. Hemoglobin is one part of the red blood cell but it is the prime pat that

is responsible for ea.rrying the oxygen to the tissue. Every time you breath in oxygen gets into

the lungs and into the blood system then the red blood cells carry it to the different tissues

attached to hemoglobin. So what they’ve done is stripped away the red blood cell and taken the

hemoglobin, packaged it so that we can get hemoglobin alone without the other components of.-
--

blood; what it does is it essentially just buys us time. It doesn’t eliminatethe fact that we still

use blood in conjunction with all the other things. We haven’t made that clear, and I want to

make that clear, this is just another tod in what we’ll be using in trying to save someone’s live

during the resuscitation process. We will still give blood. You will still get red blood cells, and

platelets, and fi-esh frozen plasma, and saline salt water, and putd.ng in a breathing tube, and

Pickett M!ddle School - 4/17/97
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getting you totheoperatingroom. Everythingcontinues,intheSamemanner.The only{hin~

thatwe plantododifferentlyinthestudyk thatwhen youcome intotheemergencycenterand

youfitthecriteriameaning, your blood pressure “is lower than 90, your pulse rate is higher than

120, orYourheartratek inwhatwe callapretenninalrhythm,thatitappearsthatifwe don‘t

correctthingssoonthehearth goingtostopfunctioningproperly,thenyouwillbeselectedto

eitherreceivethebloodsubstituteorreceivesaline.Overtimewe’11looktoseeiftherek a

differenceinthetwogroupsofpeople.Ifthepeoplethatgotthe blood substitute do better than

the people that got the saline. But the substance itself is a blood substitute, not a drug. It’s not

so important what we call it as long as we understand what it is.

Question (female): I understand it is not important what we call it, I’m interested in what it is.
—_

What is in it. What is made of. That’s my interest.

Answer (TAS):

Response (same

Answer (TAS):

Yes. It’s just hemoglobin. That’s all it is.

female): Do

Sure we do.

you have any written material that we can have. - ‘ _
-,.

This blood substitute has been studied for 10 years. Okay? It

has been used in patients over the last four ye& and again it’s been going through that step

wise process of being evaluated. The way drugs are studied is again, you try to make certain

that the drug is safe. okay? mis k one of the first trials to s& if this medicine or blood

.—=

Pickett Middle School - 4117/97
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—_ substitute has made an improvement in outcome. We have demonstrataj it has been used in

over 350 people to show that it is safe.

Response (same female): Do you know where that was done at?

Answer (TAS): It has been all over - in Chicago, in Boston, in Htileld.

Question: If this drug has akady been given to patients then why do you need to do this study,

and how many of those people are now dead?

Answer (TAS):
—

still needs more

All of them are still alive. The study drug, in this case is a blood substitute,

investigation. The phase that all medicines go through to be approved by the

food and dmg administration is that they go through this phase to figure our if they are safe

first. Okay? And then they go through another phase to see if they have a beneficial outcome

difference. In other words if I give, God forbid, you this medicine and I don’t give it to the

gentleman sitting across the hall and you have the same degree of injury in bleeding will you.-

have a better chance of living than will he? When everything else is equal, in other words, we
--

are going to do the same operations, the same amount of fluid and blood and everything else that

we normally do today, the only difference is tha~ we are going to give some people shortly after

they arrive to the hospital a smalI volume of this blood substitute in addition to all of their

standard treatment and the other group is going to get an equal volume of salt water and all the

—

Pickett Middle School - 4/17/97
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standardstuffthatwe do.

Question: Howwfil youhowif the blood substiNte iscausingprob1ems?

Answer(TAS):Partofthecarethatwe provkletopeopleafterinjuries includes tests or various

laboratory studies that allow us to lookatthedarnagetoliverordamageto muscle or damage

to the kidney and that’s part of the processofcaringforthepatient,andinpafiicularwhen you

have a research trial. We want to make certain that there is not any adverse reactions in this

population of patients, so we will be looking at those things. One of the things that the federal

government wants us to do, if we are going to use this exception to informed consent, is to

report to a special panel, a safety panel of people that are not involved with the study at all that

are going to see the data, the results of the study as people go through the study and if they find

that there is an unexpected high adverse affect rate they’re going to shut the study down because

they don’t want to take that chance

negative in this patient population.

that we might have an unexpected outcome that could be

On the same token, when we forward that information to

the safety board if it is overwhelmingly positive, then they will stop the study and say you don’t.-
-,-

need to look and deprive half of the study population of not getting this medicine, because the

people that have received it so far have done so much better than the people that haven’t is that

this drug is obviously good under these circumstances and then the FDA will say we approve

this drug, use it on everybody in this circumstance.

Pickett M,ddle School - 4/17/97
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Question(male): Who do you expect will be the main people involved in this study?

Answer(TAS): It’s to help anybody who

pressure from bleeding. It doesn’t matter

comes into our emergency room that has low blood

what race, creed, or age.

Response: Well I’ve been to MCP’S ER and I saw black patients not getting the same treatment

as other patients.

Answer (TAS): Well I’m telling you that, I’m standing here today and I will refi.ue that with

you as long as you want to have that refited.

——__

V. C.: I support what Dr. Santora says, but I think we am getting away from the main issue.

Response: Well I think how we’re treated is the issue.

.-

V. C. - Let me say this is one of the reasons that I have a personal interest in this study. Do you

know what the number one cause of death in young black men between the ages of 18 and 35

is.

Response: Yes, trauma. Now let me ask you who else is in this study?

—.
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Thk.trialincludes35centersacrossthecounty.Some ofthehosphakthathaveakeady

thetxialareAllentownHosphaI,WashingtonHospital.Hospitalsthatareinnercityas

well ashospitals that are in the suburbs.

Question: Do you have data in writing

V.C. - Everything that we are saying here is documented in prior research articles. Everything

we’re saying here is documented.

Response: How come we haven’t heard about any of the other studies?

TAS - The allentown study has been in the Inquirer. It was in the Inquirer about a month ago.

Question: Could I go to your hospital and get

have it so I can read it before the study starts.

any of this information. I would redly like to

.-

TAS - Sure. We have some background information,

Question (female): I was surprised that you didn’t bring something for people to see. You are

taking community opinion about this. How and when will you determine what the community

decided. From this group of folks here tonight? What?

.
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Answer (TAS):You area representativeofourcommufity.

Question (same female): Is this a one time shot presentation?

Answer(TAS):We have made ourselves available to the community that we serve. This area

is onlyonepart. There has been three separate meetings that we discussed this research trial

at and we have had a mdio show. We have had a newspaper article and the issue of reaching

out to the community, I will tell you is a new phenomenon. Okay?

Question (female): So how when will you make your determination yes or no? I need to know

that. Without anything I can look at in terms of these 350 people, sure they may be alive but—

what is the quality of their life. People want to live, but they want to have a good quality of

life. So for me, I need to know that beeause there is a lot of things vivid in my mind regarding

African Amerieans and medieal care and research and all of that and it has not been our favor.

Frankly, I feel. I need to see something. For me to sit hear and listen to you tonight and say

oh this wondefil to save people’s lives I wouldn’t want that for my family or anyone else’s
--

family in this community that I work in and serve in and live in.

Question (female): Now you say this is a blood substitute?

Answer (TAS): This is a blood substitute. Yes.

—_
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Question (female): From what I understand the reason why you are out here is to get our

response. So if somebody comes into the hospital as a trauma and then gets it will be because

of our approval?

Answer (TAS): That is somewhat what we want to do. We certainly want the increased

awareness. This is a multi-fold process. We are out here. If we heard absolutely negative

things from you saying we wouldn’t want to be involved in any kind of research I don’t care

what if, ands, or butts about it, we wouldn’t want to be involved. We would take that back and

we would discuss that, but the important issue if nothing else happens is the education that is

going to occur tonight. I don’t know how many of you have thought about just how grave this

problem is for our community.

Question (female): From what I understand this particular medicine ??? is not going to do ??

so

Can’t hear.

.-
.-

Question: One you said something about they wanted to test it on people to see whether or not

there is any adverse affect, I thought the procedure was to do research on animals to see what

side effects then if there weren’t then you’d test it on people.

TAS: That’s been done.

—
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VC: Animals tnalshave already been done as welL

Question: Isn’tthis atnal area here. -

VC: This is just a different patient population. Human trials already been done on stroke

victims, and patients undergoing cardiac bypass surgery. This is now trials on people who are

severely traumatized with bleeding injuries.

Question: So that 350 is that the total number of people in the research or was that 350 out of

another number.

VC: That’s 350 people that have already received the blood substitute. This trial that were

undergoing will hopefully comprise a total of 850 across the 35 centers in the country that are

participating in evaluating this substitute on trauma victims, so this is a different patient

population.

.-
--

Question: How tong are you going to follow these 350 people? How long are you going to

follow them to see if there are any side effects.

Answer (TAS): The blood substitute lasts in the body about 48 hours. Okay, the various trials

have looked at them for months but once the medicine is out of (he body it doesn’t have any

——.
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lastingeffects.AIItheeffectsofthkbloodsubstitutearetransientir,nature.h otherwords,

theycome veryrapidlyandthentheygo away asthemedicationk eliminatedfromthebody.

Question:You mentionedsomethingaboutthepanel.The panelisonlygoingtobemade up

ofmedical professionals or are you going to allow the community to patie on the board.

Answer (TAS): Well there is actualIy a number of panels and Ms. Denega and Ms. Schieffxeld

siton our what we cdl the Committee for the Protection of Human Subjects. Any hospital that

does research has to have a panel of people that are comprised of investigators, legal people,

representatives from the community that will review each and every study protocol. In other

words, the investigator, our plan to look at this study medicine has been reviewed by this panel
——

of peopIe at our hospital. In addition, this plan has been reviewed by the federal government

and both of those panels in every one of the 35 centers that will enroll patients in this trials will

have a similar panel at their hospital and will have to review the plans and demonstrate to

themselves that this medicine or blood substitute is mom safe than it is risky and more

importantly, that it has the potential to be beneficial to the people in thk circumstance. .
.-

Question: What country are the patients from that alteady received the blood substitute?

Answer (TAS): United States

.Z
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Question:Doesthehospitalpurchasethedrugordoesthedrugcompanydonateit.

Answer (TAS): The drug company provides the blood substitute.

Question: So they are giving you the drug?

Answer (TAS): That’s right.

Question: What drug company is that?

Answer (TAS): Baxter Healthcare—

Question: I just have a question - this will only be used in the trauma center? Correet?

Someone going there for routine surgery that might need blood on hand during surgery wil.Inot

have to decide on this substitute.

.-
-,.

Answer (TAS): At this point, No. Only people who come in severely injured.

Question: Okay, now who deeides who gets it and who doesn’t? I mean if your researching

you need something to compare it to. All things being-equal if two people come in with multiple

trauma or whatever, somebody gets saline and somebody gets the blood substitute - who makes

-.
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that call?

Answer (TAS): ~erewUbe aboxora shelfthat wWhavea series ofsquentially numbered

envelopes and as soon as the patient comes in an they have inju~ with low blood pressure and

evidence of bleeding then that patient regardless of their color, regardless of their gender,

regardless of their age, will be enrolled in this trial.

the individual will go to that drawer and pull out the

will be the choice made for that patient.

And what that enrollment will entail is that

next envelope what ever is on that selection

Question: When they come in they may be coherent, but they may not been to one of these

neighborhood meetings, but they don’t know they are getting a substitute. When you say you

need blood they may give their consent without necessarily knowing that they’re getting a blood

substitute. So even you know with the exception to informed consent and informed consent to

be very close and even if someone comes in knowledgtxible about this and want this and they

get an envelop that says saline. They have to get saline? .

.-

Answer (TAS): That’s correct.

Question: How do you spell your name?

Answer (TAS): S. A. N. T. O.R.A.

—__
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Question: Out ofaI1 the people that has been exposed to this study so far do you know the

racial breakdown?

Answer (TAS): No I don’t.

Question: At all?

Answer (TAS): No

Question: And you said that this information in terms of the study is available? Can you tell

me how I can obtain that information?—__

Answer (TAS): The study that we are proposing to you today? I can send it to you.

Question: What hospital do you work for?

.-
--

Answer (TAS): Allegheny, MCP.

Question: We need to see things. For me, I n&d to see things and 1 know a lot of these people

here, members of the team, and we need to see things because if you are going to treat someone

who is unconscious based on our decisions whether you want to go with this or not, well, that’s

—
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a responsibility. My other interest is

to you, why? What is their interest?

000-000131

this drugcompanywho k makingthisdrugandgivingit

Answer(TAS):The interestk obviouslycompanieswanttodevelopmedicinesthatuhimately

iftheyprovebeneflchdtheycanmake moneyfrom.Imean that’s reality.

VC: Thisstudyisn‘tanymuch dfierentthaneverydrugthathasbeendeveloped-thatgoes

todevelopmentaltrials.Where itgoestodifferentphasesofresearchuntilthatdrugproves

itselfto be beneficial regarding health care.

Response (female): But they never come into the community and say do you want this or not?
————

VC: No. It is because this particular protocol has the stipulation of community disclosure and

that is why we are here. The point is if the FDA did not say that with this protocol you need

community disclosure then we would be doing it the way most resemch is done. That is you

come to the hospital and you am asked if you would like to participate in a trial galled this
--

particular drug. Sometimes trials are done in fact, one gentlemen asked about what country.

In fact, some drug companies, because it is easier to do human studies over seas in countries

that have less stringent regulations. But at the same time, when people find out about some

drugs that are beiig used in other countries and not being used here, people may get upset

because that drug is not available. There are complaints that the FDA drags its feet and takes

_—
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toolong to approve a drug and people may be dying from lack of receiving this drug. So the

FDA sometimes gets stuck between a rock and a hard place. Sometimes they say we too slow

with approving drugs and then sometime people”say well it needs more research and we should

take longer to study. What we are trying to say is - we’re not trying to say that this drug is on

the level of penicillin or anything that is going to revolutionize medicine, every victim that come

in the hospital resulting from trauma life is going to be saved, that focus is not here. What we

expectand what we hope to project is that we may be able to improve our care to these people.

40% of people who come in with sever trauma die. We hope to try to decrease from 40% to

30%, which means a 25 % decrease in the amount of people thatdie. And again, this is just one

more tool at an attempt to try and save people’s lives. Again we don’t propose this is going to

be again a miracle drug. This is just one attempt to try and identify if in fact this drug will be

helpful. We came here very expectant that there would be a lot of sensitivity to issues that this

protocol is going to be something that maybe tested on blacks or indigent population alone,

people who don’t have as much of a voice to say aye or nay. This protocol is not concentrated

on inner-city or suburbs and it is hopefully evenly distributed,

Doreen D: I think the important thing to do is to let you know that this type of research -would
.-

not be done. The government thought that this type of research was so important that they

created an exception. This is a just a new exception to the law that would allow researchers to
...

come into the community, talk with the community and say will you give exception to the

informed consent so we can try this important research. Again, nothing with age, sex, women

have been told that they been discriminated against in research. It has nothing to do with it.

-.
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The government thought that the trauma research was so important that they wanted to carry out

trauma research so that they would create an exception to the law.

Question:What 1cansee.Letme askyouthis.How longagohas

thestudy.Hasbeenitlongenoughtoseeanylongtermsideeffects?

years?A month?

it been the 350 people in

Has it been a year? Two

Answer(TAS):It has been over the last four years thatthosepeoplehave been

Question: Were they all given it at one time or a few over the four years?

Answer (TAS): past the four years.

Question (can’t hear):

Answer (TAS): I think what I am hearing is a lot of skepticism and we expected that and you

have every right to be skeptical. But I’11tell you if we or others that folIow us can’t do these

types of research because people have skepticism because of tmck records.

Response: You don’t think that we have reason to be skeptic?

Picket[ Middle School - 4/1 7/97
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TAS -Absolutely.Therek nodoubtaboutthat.Buttherealityoflifeandwe know thisk that

peopleinourcommunityaredyingleftandright.

Response:1understandthat.

TAS: And if the skepticism that you have will keep you from having an open mind about

potentially beneficial therapies then unfortunately that’s how it’s going to be cause we’re not

going to have the tools to be able to change the outcome.

Response: But see I don’t want to be one who you come back to @ter on after 300 or 400

people have come up with something with really weird or their children have birth defects and—

say you are people in the community that wanted this. It just strikes me redly odd, and this is

my own personal opinion that the decision lies with the community - you know that’s my own

feelings about it and I need to express that. Yeah because I don’t want to have that

responsibility, whether its my child or not. For someone who cmddn’t make that decision on

their own for us to say, you know, for me to say it’s fine go ahead and do it and then later on,
-.

you know, their kids are messed up or whatever. I wouldn’t want that, that’s why people want

to live, but people want to live with a good quality of life and until I see something from

someone who has had this.

Answer (’I’AS): How would they ever get that Ma’am?

—“
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Response:Idon’tknow,butthatwouldberidiculousforme no(beingknowledgeableofthis

and say yeah.

V. C.: That probably isn’t - you know I don’t know how realistic that is. A person that comes

intraumamay havea hundredthingsdone to them. That person can’t saybecauseoftheblood

sub$ituteIam now thisorIam now that.What youdo k youtryasbestyoucantoidentify

if there is a signiflca.nt indicator that says that people have similar injuries yet this one appeared

to do better oved.1 then this person.

Response: Well, you give blood to patients that are approved by the FDA that come in and have

to have an opemtion or somethmg and they’re in a trauma - you treat them. You treat them
—

anyway. You give them so many cc’s of this and that - these are

approved by the FDA and you use those tools and you txeat the patient.

can’t do the same thing.

Answer (TAS): Despite that 40 % of people die.

things that are already

Why is it now that you

.-
--

V. C.: Stop here. Just because you save some people. You say oh well, we’re saving 60% of

people so we don’t need to do anything further?

Response: That’s not what I am saying. You treat people now wkh drugs that you didn’t get

—
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the community’s say. It’s approved by the FDA andyoutreatpeoplewiththesedrugs,why not

usethesameprocedurewiththis.

Answer (TAS):Becauseasa communityyou needtoknow whatwe’redoing.

Response: Yeah, we agree with that.

Question: right of a patient. At that point you don’t have any rights.

V. C.: You haven’t given up your rights.

_-—

Response: It is to me, and I’m afraid to do that. It’s just a door that is opening because if the

federal government is saying now that you can introduce a chug and you don’t have to get the

patient’s consent to use it, that is giving up the patient’s rights. Just because of his condition

and what ever else is going on. You know, once you start t.hk you wilJ open this pandora’s box.

How far is this going to go. What’s going to come up next year. Well, we can do education
.-

if the doctor feels it is necessa~. To me, that worries me, with the clinical studies-being able

to just do it without patient’s permission.

Answer (TM): You have every right to be skeptical about that f~ off. The issue really

revolves around how big you perceive the problem that am fac~ by this particular patients.

_—_
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These people are dying. Okay? And we are able to save 60% of them and that sounds like a

big number and in fact it’s not bad, but you something we have been able to do that for 50

years. We haven’t been able to

Question: This isn’t the cure all either, I don’t believe.

Answer (TAS): And we don’t think so either. There are people that come into our hospital and

despite anything they need a miracle and this is not a miracle, but we need to have better tools,

there is no doubt about that and the issue is that the onIy way that we can test tools is to be able

to do them in the people that are fighting for their lives and under those set of circumstances,

the patient is always going to have this quandary of you know, are they really able to understand_

what we are talking about to give informed consent, because it is tougil to do informed consent.

Question: But there are patients with like blood disease, like leukemia.

Answer (TAS): Yes Ma’am. There is no doubt about that.
--

Question: Why are there not any clinical studies on those patients.

Answer (TAS): That’s not what we are asking of this medication. We know that the drug

carries oxygen. We know those things.

..- -
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Question:Thosethingswillbenefitthosepatientsaswell?

TAS: What do you mean? What things?

Response: The blood drop.

organs as well. Ifthat blood

that had leukemia.

‘l%eblood levels drop and they need the oxygen supply to their

works with the tmuma patient would it also work with the patient

V. C.: Those are. different, very different diseases. People who have leukemia have problems

with the production of white cells by cancer tissue. That and oxygen supply am two different

things. Again, I just wantcxi to ciarify that. The blood does many things. The blood carries
——

oxygen, carries nutrients, carries proteins, it caniers clotting factors. This is just one part of

what blood does, carry oxygen.

Question: I am speaking from personal experience. My sister is a patient at Marriah Farm

Hospital in North Carolina. Her fmt amputation wasn’t very successful. The second
--

amputation she did receive blood substitution. I don’t believe that she is not living today

because of the blood substitution, however, she did suwive six months after blood substitute.

My family however, does not feel that way. They feel very negatively about the blood

substitute.
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V. C.: Idoubtit wasthis blood substitute.

Question: Well how many are there?

V. C.: When you say blood substitute. There may be many things that lay people may refer to

as a blood substitute that may not necessarily be.

Response: I’m quoting exactly what the nurse said to me when I called the hospital to see how

my sister was doing.

Answer (TAS): Was your sister a Jehovah Witness.—__

. .

Response: No, no she’s not.

TAS: The reason that I say that is that Jehovah Witnesses have a religious reasons, but they

will take a blood substitute, but not this blood substitute because this particular blood substitute
-.

is made from blood calls. I’m just trying to clarify this. Again, this must be very frustrating

to you because this is complicated stuff and some of the things that we say may seem that it is

conflicting because

Question: Does this drug have a name?

_——

Plckett Middle School - 4/17/97



/

000-00011:0

TAS: Yes. Thisstuffiscalled,DiaspirinCross-LinkedHemoglobin.

Question: Spell it please.

Answer (TAS): The commercialname k hematest.H.E.M.A.T.E.S.T. DiaspirinCross-

LinkedHemoglobin.D.1.A.S.P.I.R.I.N.Cross-LinkedH.E.M.O.G.L.O.B.I.N.So whatwe

arebeforeyoutodayk totalkaboutthebloodsubstitutethatismade fromhuman redblood

celis that has human hemoglobin and the process of making this blood substitute is called Cross-

Ltig and what happens is this blood is obtained from the blood bank because it sat on a shelf

longer than 42 days. The drug company

and then cross-linking the hemoglobin so
—___—

Question: Cross-linking it with oxygen?

preparesh by breaking @e coating of the red cell

that it can carry oxygen.

Answer (TAS): Cross-linking so that it stays together. Hemoglobin is made of four parts and

it cross links the two strands so that they stay together. .-
-.

Question: So you use something to cross-link it?

Answer (TAS): Diaspirin.

____
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Response: Okay, that’s why I was asking what was in it. I knew it wasn’t just hemoglobin.

Answer (TAS): But it’s all hemoglobin.

the drug company makes this it takes the

But the important thing - this is very important. When

blood that’s been screened for HIV and all the viruses

intheprocessofdonationthroughtheredcross,ittakesthoseprecautionsandtothatitadds

heatingthishemoglobinandfalteringh andpasteutiingh whichmakesthisproductmuch more

unlikelytotransmitviruseswhichareinactivatedbyheatingandpasteurization.So inessence,

thisbloodsubsthutehaslesschangeoftransmutingAIDS oranyothervirusthanblood banked

blood.

Question (male): I’m saying that all the researeh and studies you know no racial breakdown at
_——

Answer (T’AS): I have to say that I don’t know. I realIy don’t know. I don’t know the

breakdown.

.-
---

Question: But you can get that breakdown right?

Answer (TAS): I don’t know.

Question: Do you have any other plans for community meetings like this? And wilI you have

_—_
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a Scheduledtimelineforimplementation?

,“

Answer (TAS): We would Like to see this be he last meting that we have. We’ve had two

other mAngs in area communities and pardon me.

Question: Where weretheothermeetings?

Answer:At Deveraux Church in North Philadelphia and in East Falls.

Question: How will we fmd out the results of the study?

—

Answer (’MS): The thing that we can do is to send a letter to each of you who sign into these

meetings and to key individuals that we’ve identifkd in the community to tell them about these

meetings atthe completion of the study we will tell you when we will

the outcome of the study. That’s what we owe to the community.

have a meeting to discuss

.-
-,-

Question: Can we ask if it was favorable or non-favorable at those other two community

meetings?

Question: It was not during the amputation that the blood substitute was given. She wa four

days post-operation and was given this. She had very low blood pressure and she was dying and

—_
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this is when they gave her the blood substitute. I just wanted to clear that it was not given to

her in the appearing room during surgery.

Answer(TAS):Was thataspart of the research program, Ma’am.

Response: I did not fmd out about the blood substitute until I called to check on my sister and

I was told at that time that they almost lost her and they had to give her a blood substitute and

that was what concerned me. I was basically the contact person and I don’t recall anyone trying

to reach me.

V. C.: Under those circumstances, if it was this, if a person they can identify as someone who
.-

can give consent, they would not do anything. They would not enroll anyone who has the ability

to give consent without obtaining that permission. The only time with this study that we would

do that is if there was no one available. If there is a contact, someone was in the emergency

room, if there was a name on the chart or anything identifying as someone who can give

consent, that person would absolutely have to be notifkd and thek ecmsent would have to be
---

given.

Response: I am going to request the hospital report. Because I know

me that it was a blood substitute and they did have a contact person.

for a fact it was told to

-.
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Answer(TAS): We don’t even know ifthat situation was the same blood substitute.

i

Response: I did also mention that it may not have been the same blood substitute. How may

are there?

Question: How many are you using?

Answer (TAS): There has been a number of blood substitutes that have tried to be develope.d

because the blood bank business makes that there is a lot of blood that sits on the shelf that

doesn’t get uses. Because with blood you can only give blood to someone who has the exact

blood match to your type of blood and these blood substitutes, one of the beneficial aspects of

these blood substitutes is by stripping off the coating that has all of the markings for their blood

type you can give this hemoglobin to anyone.

one of the advantages of this blood substitute.

Answer (TAS):

Answer That’s

Tape ended.

You don’t have to give a blood type. So that’s

.-
. . .

-.
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Margeret M. McGoldrick
President and Ch,ef Execufwe Off,cer.=+.

AL LEG HEiv Y
UNIVERSITY
HOSPITALS

.4pril1997

DearKey Community Member:

NleghenyUniversity Hospitals, MCP has been chosen to participate in a research study for a
ncw blood substitute for trauma patients. This research could potentially prevent the harmful
effects of blood loss in severely injured patients. Because of the unique aspects of this research,
we arc hosting community meetings to discuss this research and its impact on the community.

Allegheny University
MCP

3300 Henry Avenue
phdadelphia,PA 191Z:
215-642-7167
215-643407J Fa~

Allegheny University I
Bucks County

225 Newtown R030
WarminsIer. PA I 897J
215-441-6601
215-441-5677 Fax

Allegheny University }
Elkins Park

60 E. Townshm Line R:;
ElkinsPark. PA 19027
215-663-6366
21S-663-6033 ~dX

When researching new medical treatments, the first step is ensuring patients understand the study and voluntarily
consent to participate. However, emergency medical situations where life and/or limb is in Ieopardy present a unique
challenge. Due to the severity of the injuries, it is usually not possible to obtain informed consent from a trauma
patient or an immediate family member before the patient requires treatment. Thus, it is difficult to develop new
and bc[tcr thc~pies for trauma care. For that reason, this study is to be performed with an “exception to informed
consent,” meaning that in most cases written approval will not be obtained from the patient prior to treatment.

—=

These mcxxings ~rc being held to inform and gain feedback from the community about this potentially life-saving
treatment. You arc invftcd to join Drs. Thomas Santora and Vhccnt Cowell, the Allegheny MCP physicians con-
ducting the research study, who will:

● explain the nature of the study
● outline the risks and bcncffts of the study
. discuss the concept of cxccpticm to informed consent;
● present patient and community safeguards; and
● answer questions.

The meetings have been schcdulcd for:
.-

Friday. Apri! 11, at 7 p.m. Wednesday ApriI 16, at 7 p.m. Thursday, April 17, at 7 p.m.
Dcvcrcaux United Methodist Church Fails of Schuykill Library C.E. Pickctt Middle School
26th k Allegheny Avenue Warden Drive & Midvale Avenue Wayne & Chelten Avenue

I hope you (or one of your representatives) can attend. one of these meetings and give your valuable input. Research
concerning severely injured trauma patients could one day save your life or the life of someone you love.

For more information, please call 1-800-PRO-HEALTHS”.

Meg McGoldrick

President and CEO, Allegheny University Hospitals, MCP

. ..... .. ... . . . .....



I’d



, ...

—
- —.

Published in The 1
Valley Item r

April 17, 1997
\
)

,.

%-’0/’”7 r
P

..

—=_

Newbloodsubstitute
couldsavemorelives

“fryc.Luw
StimWribx.

Evmybcdy is at risk’ one ~me
or another, of losing copious
amounts of blood in vehicle
crashes, shotgun wounds. stib-
bings and falls from heights,
among other accidents.

Approximately 140,000
Arhericansdie annually because
of bleeding from accidents,
sccording to Dr. Thomas Samom
of Allegheny Univenity Hospi-
[al, formerly the Medical Col-
lege of Pennsylvania. in
Philadelphia.

Santora said In an interview
:hat a new blood subs(i(ute.
HcrnaT=kwillundergocvafus-.
tion-gh rcscarcisthatheand
tcolleague.Dr. Vincent D.
Cowcli, arc speidmwiing u the
.mspital.schsdttlcd to begin May
1. He added that 35 hospitkls
around the countsy are ttfsopiats-
ning to engage in IlrisW*

One of their goals, Santora
sairLis 10help reduce the annwd
mtmality raw. &cause of bleed-
ing. by approximately 30,000
people.

Another goal is to determine
if combining infusion of large
~ounu of salt solutions (given.
intravenously), conventional
blood transfusions. sod control
of blccsfirrgduring surgery-all
convcsuional trsatmsstts - with
HcmaTcstwillenhanceresults.

An ultimate goal is to use.
HemaTcst in severe accidents in
the suburbs or elsewhere when
victims are airlifted to trauma
ccmys in Ptdiadelphia, Trauma
surgeonsand emergencyroom
physicians refer to the ‘golden
hour.” Sasrtora saisL sxpiaitsiog
that doctors have about 60 mitt- .
utes after arrivai of a victim to
improve the blood supply and
control injury in an injured per-
son. %ne is of sireessettc44”ire
Said. ‘

Santora went on to say that,
Aik@cny is in the ‘law phase”
of the federal Food and Drug
Administration approval “pro-
gram. HemaTest, produced by
Baxter I-ieahhcsreof Iliinoi&has.
been used over the iast four
years on patients in hospitais
throughout the country LO
dcmonstrak safely. Results were
good. he said. Other Phiiadci-
phia hospihls SK in the pianning
., .”* .“ A .Wnrri;”. !n Q--,--

.,,

chemical compound known as

FiOUSO! WSS dCVCiOpCd and tsSd
for a number of years. It con-
sisted of a protein similar to
hemoglobin - Ssmtomdescribed
it as a fluorocarbon - that cdcd
oxygen into the bhd.strcatn.

The new medication is actttai
hemoglobin, Satrtora said, that
has been extracted from donated
bkmd that has beets smccncd for
viral contamination. Donated
blood, evkn-if kcp!mfrigcrued,
has x shelf life of 42 days. “&r
tha~” he said. “it is no longer”
usabie as ●.bhod transfusion
producL”

SmtO1’SAd that pcOp]c~0
.quaiify for the study must be
older than 18: not pregnant if
femaie: or wish low blood prsa-
Sure. ,.

“ Heemphasisedthat his Wod&
and that of his colleague; Dr.
Cowcl[, am in a research stmgc,
‘We’re trving to educate the
@blic abO;t the SSSiOttSttCSSOf
severely injured peopic. The
product hasshown to & safe.
Nowwe havs to showits effec-
ttvenesa.”

!Mmoraaisosrxcsscdthatuse
of this new medication wordd.
insofar r.s possible. be used on
“informed consent” by the
pUicnt. Ifthspatiuttisunableto
gfye such ConscqtisccaussOfitis
or her crsdti~ a seiadve may
be brought into the picture, if
that is possible.

If all else fails, he said the
federal goverrtmettt has made
provision for iavestiguors to
provide treatment in life-thrcu-
cning situations without
itthmcd COSSSCOL

Four-year studies in other
hospitafs iravs Showtstittec types
of adverse reactions, Santora
said. llsey inciu& an abovwtor-
mal increase in blood pressure:
tbcaidststsay ahowaycllowdis-
C4dOrUiOqtilch he said is tcttt-

POV and goes away within
iivcda)msnddttu hotaffcctthc
liver: and a patient’s urine can
temporarily turn ~ but usually
clears up in about 48 hours.
Other iess common ki*-cffczLs
arc aa elevation ofan ensymc in
the pancreas. a transient bcctrr-
rcncc ~ha( lasts for two to five
days; and abdominal gas pains,
also Iransicn( that last for two to
five &ys.

Anyone interested. hr this
research program can obtain
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AlleghenyUniversityHospitalsBeginsDevelopmentonProgramforDigestiveHealth

T
o improve patients’ digestive health

through education and to make cut.

ting+dge technological advances in

surgery and medicine readily available to

patients who suffer from diseases of the

digestive system, Allegheny Mlversit y HOS

pitais is currently developing a new Program

for Digestive Health
The Program will enhance current ther-

apeut”x and diagnostic endoscopic proce
dures used for diagnosing diseases of the

digestive system, and build upon estab
Iishedstrengtkwithin the hospital system

inthe areas of Part-kd hepatic resection
——.

surgery and colorectal surgery, as well as

the evaluation and treatment of patients

who suffer from pancreatic diseases,

inflammatory bowel disk!aseand gastro
esophageal reflux disease (GERD].

The Program will integrate interdiscipli

nary efforts in medicine and surgery, w’ith

the key goal to deliver digestive health ser.

vices throughout communities in the

Delaware Valley.The efforts in medicine

wi!l be headed by James C. Reynolds,M.D.,

Professor of Medicine and Chief of the

Division of Gastroenterology and Hepatol.

ogy at Allegheny Urtkrsity of the Health

Sciences. Joel Roslyn, M.D., Professor and

Chair, Department of Surgery, will lead the

efforts of surgeons from a number of surgi.

cal subspecialties in the Program.

The Program wili have several practice

locations, including sites at Allegheny Uni.

versity Hospitais, Hahnemann, Allegheny

University Hospitais, MCP and St. Christe-

pher’s Hospital for Chiidren. Each of the

hospital sites will provide leading+dge

treatments using advanced surgicai and

medical technology. Nationally and interna-

continued on page 3

mdSubstituteHoIdsPromiseforTraumaVictimswithSevereBloodLoss

wvery year, more than. 140,000 Amer.
icatssdle from injury, many of them

] from severe blood loss that can
~;esult from car accidents, gunshot wounds

or other trauma. In fact, of those patients.
who suffer extensive biood ioss, 40 percent
die despite state-of-the-arttrauma cam

Now,a promising new treatment - a
new biood substitute called Diaspirin

Ctoss-linked Hemoglobin (DCLHb) -is

●bout to be made avaiiabie as part of a

reseamh study at Allegheny MCI% Trauma
Center. RCIHb potentially could prevent
the harrnfii ekts of blood ioss in severe-
Iy injured patients Simply puq this study

CouMsavelives
When a patient loses a significant

amount of bloo& blood pressure drops, the
body’s orgms don’t receive enough oxygen,
and shock can set in. When intrtxhxed
into the circulator system DCIHb mm.
~r- -<c cff~ ~ sh~k in t~ WqJS- it

v .Oraise blood pressure and to carry

n to vital organs. It could reduce the

need fm biood transfusions, and requires

no blood type matching proce.s

in animal studies, th~ treatment has
pved blood flow to vital organs. Over

the last four vears, DCLHb has been stlId-

It has been fully reviewed and cleared by nompregnant females older than 18 who

the U.S. Food and Drug Administration present in shock conditions despite prehos-

(FDA) and has received favorable review by pital treatment, and who have evidence of

our hospital review board and numerous hemorrhage. Immediately following hospital

regulatory agencies around the wwrld. arrival, emergency medicine ph@ciins” will

ThB new investigative treatment will be assess the patient for entry criteria. Those

made available only to the most severely
injured trauma patien~ includkg males or continued on page 4-.

-,-
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– BloodSubstitute Holds Promise forTrauma Victimswith Severe Blood LOSS
continued f“om cover
patients meeting the entry criteria will
receive 500-1000cc (approximately the

wiumeof two to four soda cans) of

DCIJ-Ib or equal wiumes of salt solution

placebo within 60 minutes of arrival in

addkion to all standard interventions (salt

solution, blood transfusion, operation or a

combination of all). By the design of the

study, the physicians will not know at the

time of randomization whether a patient

will receive DCLHb or the placebo solution.

All patients will be followed closely for 28

days after treatment.
When researching new medical treat-

ments in emergency situations such as thh
ensuring thatpatients understand the study

and voluntarily give consent - normally

rquired in any clinical trial - presents a

un”~ue chalknge. Due to the severity of

the injuries, it is usually not possible to

obtain informed consent from the injured
— patient and frquendy family members are

not immediately available before the patient
requires treatment. However, dudhg

patients who cannot give consent under these

life.chreareningconditions WIuldmakeit &f.
ficuk to develop new and better therapiea for

trauma care For this reason, this study is to

be performed under. the new approved FDA

guidelines for the “exception to informed

consen~” meaning that treatment can still

be administered in these cases where it is

impossible to obtain written approval.

Since the patient cannot give consent at the

time of the injury, the FDA guidelinesstipu-

late that the community from which the

patients are expected to come will be

informed of the proposed research project.

Allegheny MCP istaking steps to make

the community at large aware of thk study
and to answer any questions or concerns.

An internal review board is overseeing the

patient safeguards and community educa.

tion programs that address the needs and

concerns of the comtnttnit y,

A key part of this publii disclosureis a
series of community meetings bekg held to

inform the public about the proposed

research project and ita potential to save

lives. All community members and hospital

staff are invited to joht theAlleghenyMCP
physicians conduaing the reseatzh study -
Thomas Santora, M.D. Associate Professor

of Surgery, Associate Director of The
Regional Resource Trauma Center, and

Mom duns 30 employees, -

including SylviaOeck.M.D.

(kft), Ophthdmofogy,received

fwe &a screenings m part of

~henew Osteo(xxvsisProgram

at AlleghenyMCP. Kendra

Zuckernum M.D. (right),

Direcror oftheOsteoporosis

program, incerpmed resu{ts

Vincent Cowell, M.D.,instructorin Ane*

thesiology and Trauma Anesthesiologist-
who will exp[ain the nature of the study,

outline the risks and benefits of the study,

discuss the concept of exception to

informed consent, present patient and com-

munity safeguards that have been put in

place, and answer questions. t
The meetings have been scheduled fon’”

.- ...._. ,, -.’.. -...,-- ., -.,. - .-.-’
● Friday, April’11, at 7 p.m., .

at Dewm&x United Methodist

~.- Chu& 26th&d Allegheny Avenu~

Philadelphia .~,j, ”.... ‘;,
● Wednesday, Apsil 16, at 7 p.m.;
~~at Edk of “%huyIkillI..ik@, located

at Ward& Drive and Midvale Avertuq

Philadelphia ‘ ;.’”-. :: :,-”
* Thursday, April 17, at 7 p.m.,
“‘atCE PicketMiddleschool,located

at Way&andCheltcnAvenu~
Philadelphia: ;. ‘.~ ‘..-.. .. . .. ... . ..-. ..-. ------

hmdty, adf, emplqees and students are

welcome to attend these meetings and give
valuable inpuL Reseatdt concerning severely

iyttred patients could one day save pur life

or the life of someone WU love +

AlleghenyCardiovascular
Institute to HoldAnnual
Nightat the Races

Enjoy a lively evening with friends at
the Allegheny Car&ova&ular Institute
tenth annual Night at the Races Friday,
May 2, at Garden State Park, Route 70
and Haddonfield Road, Cherry HII1,N.J.

Tickets for the event are $60 per per-

son and include a deluxe buffet dhtner,
admission to the park, Phoenix valet park-
ing, Phoen”w adm-ws’kmand a racing pro.
gram. Doors open at 6:30 p.m.; post time

is 7:30 p.m. Gentlemen are required to
wear jackets.

The Allesthenv Cardiovascular Institute
c.-–

. is a newly constituted organization to

kdvise, counsel and support the cardiovas-

cular endeavors of Allegheny Healthp Edu-

cation and Research Foundation. The

organization is committed to advancing

cardiovascular research, education and

patient care.

For ricker ;nfnrmnrinn “Ieoc* c.iII h~vr;.
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~Working Through the PublicDkcIosurc F%xcss Mandatedby Uscof 21 CFR 50.24(Exceptionto:

lnformd consent): Guidelinesfbr SuceeSs
,..,. . ..- . .

fio~ A, San- M.D.*,VinceutS. Coweu MjD,,S~~ Z. Trooskii M.D.* Alleghmy

Universityof theI-lmlthSciences-MCp,Depati of Surg~, Divisionof Trauma& !Xwgica.1

CriticalCm. .Philadcl@ia,PA .

:lntrod~ctio~””ln””NOvembm199$ theFDAfbnnalkcdguidelinesforcmeqyxwycwc researchto

be done un&r an “exception to in.fdrmed consent”. These gui&lines(21 CFR 50.24) mandate

wmrnuni~ awareness of the proposed resear4 butprovidenospeeificmethodsbywhichto

:aecomplkhthistask.Thkdescriptivereportoutlines how our Mel ITrauma Center established

a community educationalprogramfor a studyutilizinga bloodsubstitute

Methods A counselof leadersfromthehighestvolumetraumacmurmnities(HVTC)was

establishedto reviewthe researchprojectandassistindevelopmentof ourptiblicdisclosure(PD)

program.Hospitalpwsomd wereedueatedtimugh tlwultymeetings,hospitalcommittees,in-housti

publicationikaturearticles and flyers. The community was intlxrned of our inten~purposeand

issuesdated to this rescarohp+ct by a talk radioshow, radiopublicsemiccarmxmecrncms,

adverti- andfoaturcarticlesin localandregkmdnewspapers.Additionally,the interaotivc

‘Am *W m heldin theHvTC. A call-inlinewasestablishedfor communityfdback.

Results Anozc-s of70 manpowerhourswemrequiredbrow PD.AU(xxnmunitios

acknowledgedthegzavityof theproblemhoed bytheseverelyinjuredpatient.Jnitd slu?ptieism

wasewwtemd aboutthe motiwth of the institutionto involvethecommunitym hospital

a&it& theSa&tyOfthc “~ phe4 lhetity populationshoulderingan *

P- (T- ~~t) ~~~ tib andthelossof individualdecisimnaking

liberty, Thoughuniversaleonnmmityacqtamx ofthis reseamhstudywasnotachi~ tic

educationalprocess&nini&d thexw+jorityofthecommunity’ssuspicions,

ConclusionsThoughPD ofolinieal &oh is diffiedt andtime+oomn@ theresultsoaebe

wasnqttuvughextensive West and fidwi$d~ w.

,,
Thvnum A. Sancora, M. D., Aasoc. Prof.:... . “... of Surgery, All@mny Unlverfi$ty of the

Heal th ScduL.&-MCI?, Dep c. of Surgexy, Di.v. of Trauma & Surg. Crit. Care.
3W0 Nenry Avenue,Phllade.lphi a, PA 19129 !:. .:4.,,,. (21.5) 842-6.567

;.:, .... .. ... . . ... ,,.,,. ... . .. . . . :,, .’,: :.,,:,....::,. . .;...,:.,!,, . .:.. ...!!.,,; . ..<..1..,, ,,, $,..,
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contact: Exyrtq
RuthAwl D&y
(215) ~

NEW ADVAN~~S INTIMUMA URE FORYOUR QMMuNIH

BA :15

EACHU~~l~XF~pU~E4AqT0F

~U&fA~C lNjURY.INMANY CASES, BLOOD IXXS IS ~ CAUSE OF

DZATELRESEARCHWl”HA NEW MOW SUBSmTUTMI$jMUNG

co~~ AT AL~
~ HmTIAIs, I&P. THIS

-ARCH COULD SAW YOUR LIFE. K2RIN’FORMA~, CALLI-&)&

PKH-I’EALIH,
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“ NIENIORIAL JOINSNAT{ONAL TWUN1.% RESEARCH STUDY
June [2.1997

Memorial [MedicalCenter, Inc.. isone of about 30sites nationwide chosen to study the
effectiveness of a new blood substitute that possibly could save the lives of trauma patients with
severeblood10SS.The oxygen-carrying hemoglobin solution is pan of a new “group of blood
substitutes having many potential applications and af~ectingmillionsof people. Every year, near[Y
1.2million “peoplesustain severe traumatic injuries. More than 150,000 of these people die. making
trauma-related injuries the number one cause of death among Americansages{through45.

Memorial’s research studywilltesttheeffectivenessandsafetyofthebloodsubstitute,

Diaspirin Cross Liilked Hemoglobin (DC1-~). in treating patients with serious traumatic
hemorrhagicshock (severe blood loss due to serious injury). Nationwide, a total of 850 patients will
be enrolled in this clinical trial. The study is expected to last approximately a year and is
sponsored by Baxter Heakhcare Corporation. Memorial has been chosen to participate due to the
presenceof research staff, trauma team. nurses, and lab technicians to suppoti this type of research.

Memorial Medical Center would like to make panicipation in this study available to its
patients who suffer from severe traumatic hemorrhagic shock even when it is not possible to get
informed consent from a family member or legal guardian prior to giving the blood substitute.
Accordingly. Memofial Medical Center is tating this opportunity to communicate with the
community and inform potential patients. guardians, and other appropriate parties of the potential
useofthknew product.

—_ Between 10 and 20 patients will be enrolled in the study at Memorial. Half will receive the
blood substitute and ha!f will receive a saline solution. In addition, current standard treatment,
including blood transt%sionwhen appropriate. will be administered to all study participants.

The blood substitute is man-made and derived from human red blood cells which would
othefise be wasted. It has potential applicationsin situations where large amounts of blood loss
can result in a lack of oxygen to vital tissues. Patients can go into shock, wh[ch can lead to multiple
organ failure several days or weeks atler the initial injury. The blood substitute has been shown to
carry oxygen to cells and tissues and seems to increase blood flow to vital organs.

Use of the blood substitute as a supplement to blood transfusions also saves critical time in
stabilizinga badlyhurt patient because it does not have tobe typed or cross-matched. The solution
has been heated and filtered to reduce the risk of blood-borne inf~ions. The blood substitute has
been studied extensively over a four year period in c!inica! trials involving more than 700 patients.
Of the approximately 350 who received the dru~ a few temporary side-effects were noted. These
includedchanges in some lab test results, a tempora~ yellowing of the skh (unrelated to liver
damage), temporary reddening of the urine due to the red color of the product, nausq and back
abdominal and muscle pain. Blood pressure may be elevated following administration.

Because trauma patients are often so severely injured, they may not be able to give consent
to participate in the drug trial, and family frequently cannot be located or reached quickly. For this
reason. the U.S. Food and Drug Administration and the Otlice of Protection of Patient Rights
allows waiving consent in studies of emergency therapies when the potential benefits outweigh the
risks. lt is critical in trauma situations that the blood substitute be given within the first hour that
the patient is being treated. Once the families are found. they will beinformed of the study and can

-..- .. decide on continued participation.
Nledix inquires should be made to Dereksmith, MMC Corporate Communications, at

(912)350-6874.
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ERNURSE MANAGER
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HILTON HEAD HOSPITAL
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HILTON HEAD, SC 29925
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MEMORIAL MEDICAL CENTER
STUDIES NEW TREATMENT for

PATIENTS WITH SEVERE BLOOD LOSS

Memorial Medical Center, Inc. has been asked to evaluate a new treatment for seriously injured
patients admitted to its Emergency Room with seiere loss of blood. The new treatment, a
patented pfoduct developed by Baxter Healthcare. inc., has potential as a blood sustitute during
the emergency treatment and recovety period. Patients enrolled in the study will also receive
standard treatment including blood transfusions.

The U.S. Food and Drug Administration requires new drugs and therapies to be proven effective
with volunteer human patients before approval for marketing. The FDA has ruled that a patient
whose life is in danger, is unable to consent. and for whom there isno one available to give
consent may be given an experimental treatment when the potential benefits outweigh the risks.
Patients or their familkswillbe notified at the earliest opportunity of the patients’ inclusion in
the research study.

Memorial Medical Center wouldliketo make participation in this study available to its patients
who suffer from severe traumatic hemorrhagic shock even when it is not possible to get
informed consent from a familymember or legal ~mardianprior to giving the blood substitute.

-_ Accordingly. Memorial Medical Center is taking this oppofiunity to communicate with the
community and inform potential patients guardians, and other appropriate parties of the
potential use of this new

Public input is welcome.
following address:

product.

To communicate with us on this subject, please write to usatthe

Memorial Research Center
Memorial Medical Center

P.O. Box 23089
Savannah, Georgia 31403-3089
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Cutting~edgemedical
technologyin SavannahI

By Franc&Zaa

While some may. think
bannah’s small-town ssnnosphere
may limit the availability of the
tewtst medical trcat&n* several
Irea physicians are currently ofkr-
ng state.of-tlte-afi techniques to
he region.

~. %nk his, Pr. John
)uttenhaver and Dr. Ray Rtrddph,

Ill of whotn Ud Utt of Memorial

~h&al ~, ea& &cr their pa-

ients a unique fotmofmatmcnt that

&crclnmw&auy~tipa-
denrs’aslwiwdrataa mksccsthe

4krtnfi3rt$md~~ ~~~

Memorial Medical Center’s
rrauma center is one of only 30 hos-

. ritxls nationwide that is &tic}pat-

{

itw in a study to test a new Ikod

Astitute, Diaspirin Cross-Linked
flemoglobimin treatingpatients
with acrlous traumatic hcmorr&ic
shuck which &cad by dramatic

.. blood loss due to serious injury.
Daviq as chiefof~“- ~.-~:,

: tmrscestheprogmm.
The bloodmdktute, explained

~Vi$, is synthcs~ ~ &~tcd

I

blood that has reached the CA of
its shelf life. TM hemoglobin
molecules arc takq out of the
blood, linked togcth~, di~ arc
c]iminarecf, then is prepared to be

~ ~:’~:: ~ UP ~~ ~: years.” Donated
,.

accumtc !uctlld fnr &Kting po.
tentidly cmmrou., lumps using an
hwffisc ultrasound device.

‘Until acnupledyears WA” said
Ru&~k “allUbsoundsofbs tis-
SUCSWeretkme,~ a *i*.”

7hc di&rence k that if you
COtSW t<l IltC O@ ~n~ ~v~ an &

nomudity but ~n’t fw{ it, {Vithin
~(1mi!qlt(.4] ~nn tell if it’s cmw-er cr

not, w ~yqwstd to waiting “untilthe
next day ((* traditiomtl mctlt&n
he said. t\ biopsy of suspected cnn-
cccou tiswe$ -n IX done with a
nccdlc, gukkd by an ukrasound
monitor. 7’jix @y, we can talk
shout it ri~ht a~y, as opposed to
putting the jaticnt to sleep. doing
a surgicrtl M-spsy,waiting fix them
to wake up tmd then trying tl} dis.

cuss rhc implications,” hc ~id.
7his k much moreqt~ient.w

7hercis noknowncauad
no known cure fa breast cancer,”
Rw4d~Isaid,% whole csscncc of
IXeastcanccristhatwtncrtwhohave
longsrlrvw nltcsarcthconea who
havchadthcircanccrdcteetedcady.”

mlcbestway to increase Jetcc-
tion of breast cancer, according to
Rudolph. is self-examination, regu-
lar clinical exams and annual mitm.
niograms srdrting at age 40.

In men, prosratc cancer is as

prcvalcrst os breast cancer is in
women, Duttenhaver said. [(’s the

,..
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Red Goss for diseases including

HIV, AIDS mu! hepatitis. Blood
used for the substitute is put
through :1hcnt process tocliminmc
any undetected diseases.

Among the benefits of the syn-
thesized ldoud, said Davis, include
its being free of blood-borne dis-
eases, a long storage life, and, most
importnnrly, the ability to use it
with patients of any blood type.

“Because you get rid of the red
blood cells, there are no ctm\patibil-
ity problems,” he mid.

“This is only for d~e sickest of
the sick,” explained Davis. ‘The
people who participate in this study
wi]l he multi-system trauma victims
who have lost at least 40 percent of
their blood volume — only 10 or 20
patients will qualify for the study”
over its one-year duration.

“Bawd on AC results of the study,

the substitute could k generally
available within three yearn. “This
might not eliminate the need to give
blood, but will hC1pgreatly whh ViC.

tires of acute trauma,- he said.
Breast cancer will strike one in

every nine women in the United
states, and 32 percent of women
who die from cancers each year die
from breast cancer. in response to
those statistics, vast amounts of
time and money are being spent re-
searching ways to beat breast can-
cer. Rudolph offers a non-invasive,

. . .. .

.,-.

men, account in~ h one-rllird of
cancers d iilgn(fid each year.

Duttenhaver said that, in the
pint, dle effectiveness of treatment
was limited hy the am(wnt ()[ radia-
tion that wm able to be trmsmitted”
n> the cancerous glmd. A new
treatment called raditx~ctive seed ,
implant therapy holtk lots of
promise for increasing cure mtes for ‘

this type of cancer.
‘The key to curing cancer is

getting the highest dose of radiation

to the cancer,” Duttenlutver slid.
He said that prior to the intro-

duction of implant therapy, the
amount of radiation that could be
used to treat prostate cancer was
limited by the propensity for the or-
gans and tissues surrounding the
prostate gland to absorb excess ra-
diation, potentially crwsing compli.
cations such as radiation bums.

The new technique involves in-
troducing radi~crive pelle~ or
seeds, into the pr~tate gland, pre-
cisely placing them near the cancer-
ous tissues with a ~lle guided by an
ultrasmtnd rmmitor.The seeds me &-

siwwd to emit radiation fix two to six
months, keorning inert within a
year. “By placing the seeds precisely
within the gland, we can double the

dttse to 16,000d (mdiittion ab-
sorbed dose, a ~andivd radiation
measure), which pushes the cmc rare
up to nearly 90 percent,” he 5aiJ.’%

., ...,. ,.,
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~ MMC research

coordinator expands
“On study @Cy .

“Thankyou for the vw @sMve’
rticle in the Aug. 1“-7,’ 1997
;eorgia Guardiant “Cutting-edge
dediqal T~o@.in ~efl

ln order to implement the pro-
:OCO~ *lCh tiCiS Zeta described
n his intemiew with Dr. Frank
Davis, the FDA has approved this
prticular study (the use of a syn-
thtitc bkmtlsubstkute in victims of
severe trauma) to have “deferred
consent.” Thii meaqs the drug can
& administered hnmediately with-
out the usually lengthy and intense
process of obtaining consent from
the patient or family. The adminis-
tration of the diaspirindrugmusebe
finished within 60 mhmces of the
patient arriving in the emergency
room, and there are numerous lab
and other d~oatic procedures to
be completed before the administra-

tion of the dnm induct. Also,on chat th~ decision will be honored-.
many occasions,.unrespoasiv~Or
otherwisenot responsible patients
arrive at the ER alone and without
cleat informationon how to contact
their families imrnediate[y.

Therefore, the FDA has grant-
ed rhis special privilege (of deferring
the consent process) to Memorial
Medical Gnter and the other hos-
pitals participating in the SCUJY.
with the proviso dwt informed con-
sent will be obrahwd as soon as pos-
sible. With these “total body
crunch” patients who have suffered
severe, multiple trauma with hem-
orrhage. this almost i~lwiiys means
that the responsible fxmily memkr
will be the person [Osi~m the fimn,
afier king comprehensively odvi.sed
of benefits d “riskshy (me of the
physicians in rh~ study.

Thk resptmilde perstm hns the
unimpeded ch( ~ke :u thm time K!
state that the study muy n(~rc(m-
retinueand he (w she is so advised

immediately without prejudicing
any other alternative treatments or
affecting the patient’s care in any
adverse”manner. Of course, the re-

sponsible person also has the ctitce
to allow the patient to continue in
the study. The procedures after the
initial administration of the drug
are no more than “{ollowing” the
patient to see how his or her coridi-
tion fares for the following 28 days
aker admisdon. Some lab work is
involved,. but charges for these
tests, as well as:for-dw drug i~!f~
are paid for by the sponsoring drug
company, Baxter Labor~cories.
Administmcion of the Jrug is not,
under iiny circunwtances, repemi
ikr the initial J(NNLW. %

Earl %nfurd, RN BSN CCRC
Certified Clinicxl Resenrch
Gxdinmw

Rcsemch Center
Memlwiid MeJicnl Center

,. .,...,.“<,., .,.
------ .. .... . .... .. .
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Newscast,July15,1997
Channel3,WSAV, NBC affiliate
Savannah,GA

Introduction:News anchorsintroducedproductasa“...newbloodsubstitutewhichcansavelives.
Some expertsbelieveitmaybebetterthantherealthing.”

SegwaytoFamilyHealthReporter,KristinHillat”MemorialMedicalCenterwheretheproduct
isbeingtested.”

KristinHill:“You’rerushedintotheemergencyroomwilhaseriousinjury.You’velostalotof
bloodandaregoingintoshock.You needbloodfastbuttypingandcheckingforantibodiestakes
time.Usinganewbloodsubstitutemadefromoutdatedbloodcouidsavetimeandyourlife.”

Dr.GageOchsner,ChiefofTraumaServices,MemorialMedicalCenterexplains:“Thesolutionis
giventhroughtheveinandearlyon.Patientswho getthisaregivenitwithin30minutesof
arrival.”

KristinHill:‘WhenLifeStar(helicopter)oranambulancebringsinatraumapatient,usingthe
bloodsubstitutecansavecriticalamountsoftimebecausebloodtypingisnotnecessaryandthe
bloodproductcanbestoredintheemergencyroom. Memorial Medical Center is takiig part in

—.— National test trials.”

Dr. Ochsner: ‘We will be giving solution to patients who have a 40% chance of dying or greater
because of blood loss.”

KristinHill:“Memorialwillenroll10-20patientsinthestudy.Priorconsentisnotrequiredby
FDA forapatienttoreceivethebloodsolution.”

Dr. Ochsner: “FDA has authorized use because of the potential benefit of using this outweighs the
risk associated with it.“

.-

KristinHillexplains:Asthebloodsubstitutecarriesoxygentocellsandtissuesitincreas&bl~od
flowtovitalorgansjustlikerealblood,butkeepslonger,andwhengivenwithrealblooditmay
meanbettersurvivalratesandfewercomplicationsfortraumapatients.

Closing: Program ends with the following message. “For more information on the study call
Memorial Medical Center Trauma Research Study, Phone number 912350-8707.”

,!, !!!1
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Clinical Trial of Diaspirin Cross-Linked
Emergency Treatment of Patients in

Hemoglobin

Shock

Memorial Medical Center is among 35 major trauma centers that are evaluating a new treatment
for critically injured patients with severe blood loss. The treatment involves administering an
experimental blood product to such patients, who face a major risk of dying despite the best
medical care. Baxter Healthcare, Inc.. has developed the product, Diaspirin Cross-linked
Hemoglobin (DCLHb7M),which is being tested during the emergency treatment of trauma
patients in shock. The trial, which is authorized by the U.S. Food and Drug Administration,
requires public notice because it will occur under emergency conditions that may require an
exception from informed consent. The following is to help to prepare you to answer potential
questions about the trial.

Q. Why is this trial being performed?

A. Seriously injured patients frequently arrive at the hospital in shock with significant blood
loss. Despite the best care medicine has to offer, as many as 40 percent of the most
critically injured patients will die from their injuries. Studies suggest that DCLHbm may
improve the chance of suwival following severe blood loss. The product has the greatest
chance of improving survival andreducing complications when it is given immediately
afier the beginning of catastrophic shock and bleeding.

Q. What is DCLHbm?

A, DCLHbm k a purified hemoglobin (the part of blood that carries oxygen) preparation
made from human blood that has become outdated on blood bank shelves and is no
longer usable for transfusions. It is filtered and heated to reduce the risk of blood-borne
inf-tions including AIDS. DCLHbm may restore blood pressure, increase blood flow to
vital organs and carry oxygen to cells and tissues. Because blood typing is not required
and the product can be stored in the Emergency Department DCLHbw can be given
immediately afier a patient’s arrival, saving critical moments in stabilizing a trauma- -
patient.

-..

Q. DoesDCLHbm replace the need for blood transfusion?

A. DCLHbw is administered j.naddition to transfusions that may be needed to treat the
injured patient. (Since the product is made from human blood,it would not be suitabIe in
treating patients whose religious beliefs forbid blood transt%sions.) Patients will still get
all standard therapies in this study, including blood, fluids and surgery. Although
DCLHbW may reduce the numberof blood transfkions required to treat the injured,
volunteer blood donations are still vital.

! , ,-.. .-f ,. ! ,,



_-
Q. What is an exception from informed consent and why is it necessary?

A. Because trauma patients are oflen so severely injured, they may not be able to give their
consent to patiicipate in the drug trial. Still, they are in critical need of immediate
treatment. The U.S. Food and Drug Administration has granted an exception from
informed consent in such cases. They have carefidly evaluated DCLHbw and
determined that the potential benefits greatly outweigh the risks of participating in the
trial. As a result, patients maybe enrolled in this study and receive DCLHbm when
informed consent is not possible.

We will make every attempt to obtain consent from patients, theirlegalrepresentatives,

or family before DCLHbw is given, and all patients and their family members will be
completely informed of their participation as soon as possible. At all times, the patient or
their representatives may decline fixther participation in the study. There are no known
risks to patients who decide not to continue in the study.

Q. What arethe risks and side effects of DCLHbm ?

A. DCLHbw has been extensively studied in randomized trials involving more than 700
patients over a four-year period to evaluate its effects. Of the approximately 350 who
received the drug, a few temporary side effects were noted. These included changes in
some lab test results, a temporary and harmless yellowing of the skin (unrelated to liver

damage). temporary reddening of the urine due to the red color of DCLHbw, nausea
and back abdominal and muscle pain. Blood pressure may be elevated following
administration; however. this may be beneficial to patients in shoclq whose blood
pressure is dangerously low. Independent experts will monitor patient safety throughout
the trial.

Q. Who will be eligible to participate?

A. Approximately 30 patients with low blood pressure and in shock from blood loss
following traumatic injurywill be enroIled at Memorial over the next 18 months.
Approximately half of these patients will receive the blood product along with otl& --
treatment. This product will be given only to patients who have such major blood loss
that standard therapy may not be enough to save their lives. A total of 850 patients will
be enrolled nationwide at 35 trauma centers. No additional charges will be incurred by
patients as a result of participation.

—-
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16 Notations to physicims:

Dr. Raymond P. Byrne, Trauma Senices, will seine as principalinvestigator in a study on Diaspirin Cross-Litied Hemoglobin that will
begin by August. DCLHb, a ~-made hemoglobin solutlon, WI1l be used in
patients suffering t~aumatlc shock from blood 10SS. Dr. N. JOb stewa~ ‘

Emergency Se~ices w1ll join Bwoe as co-investigator in the study.
RMH is one of 40 hospitals nationwide, and the only one in South

Carolina participating in the study. A maximum of 20 patients will be
eli,gible to participate in the study during the next 12 months. For more
information, call 434-6418.

.-.
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New treatmentto be testedatRMH
?

MH is one of40hospitals nationwide and the first in South
I

pasteurization process to significantly reduce the risk of viral

CaroIina that will begin usine a t)otentiallv life-saving transmission.Becausetheproductismade fhm human blood cells, it

~treatment in August~or pati~n~
h severe traumatic injuty. The
mnent being researched is made from
nan red blood cells and is called
@tin Cross-Unked Hernoglobh
m).
%putposeofthe study isto6nd
:how well the new hemoglobin
don works in treating or preventing
MIeffectsofbloodiossdueto
~.- ‘“~lncludkqshocksevere
6 Jeah”saysDr.Ra-d
aoe,medicaldirectorofTmtJtna
*and pdndpdinvestigatorofthe
*.“WChopetheuseofthkproductas
qpkmentcoourlife-saving
C4res will improve patient
comes.
“Iles@te our be$t efforts, about
percmt of Uauma patients with
remely low blood presmre die, most ~
ttt from bkeding problems. Large
outua dblood 10sscan resu!t in lack

*“” :@@@*”*8’M-
.....

of tmtinmniitillIilmorP8nent8wlule
~ to vital tissues, which can lead to w-m

Itipk organ failure. DCLHb may
reisebloodtlowandoxygento the organs, helping stabilize a
ient qukk.Patientsinthisstudystillwillreceiveallstandard
~~ kludingMoodproducwfluikmedicationsandsurgery.”
KIM &aputifiedhemoglobmsokkm,thepartofbloodthat
* oxygenthroughoutthebody.Thesolution is made firm red
od cells donated by healthy volunteers who have been testedand

nd negativefm the vitws that cause hepatitisand AIDS. In
Mm, DCLHbsolutiongoesthrougha specializedfiltrationand

will not be suitable for treating patients
whose religious beliefs forbid blood
uansfusions.

“While we’re excited about the
possibility of this research increasing the
suwivability of ttauma Patienm we rdso
are excited about it possibly extending the
community’s blood supply,” says
Dr. John St- director of Emergency
se~ces and co-investigator in the
-project.’Thiscould helpextend
our resourm nationwide.”

The study, which is authorized by the
U.S. Food and Drug Administration
(FDA), will be randomised. This means
half the participants will receive the
solution and half will receive saline
solution after receiving all standard
therapies. Neither the patient northe
doctotwiUknowwhichsolution the
patient has been given.

The study will -be monitored by an
independent data monit&ing committee.
Tmuma patienta musitmeet strict criteria
beforebeing given the new treatment.Part

oftheincktskmcriteriabdudesbeing18yearsofageorOkkt,

evidence ofhmorhge, andlowblood pressure. Of the 1500
patienta TmnnaSewii treatseachyear,approximately 20 patients
will be eligibk to teceive the new product in the next 12 months

-~ti.
Employees are invited to attend a news eonkrence about lXLHb

at 10.30 a.m., July 8, in Dining Room B.

For more infotmatb d Tmuma Services at 6418. U

~nMIER PURCHASINGPROGRAM STRENGTHENS
I’UiiLITY,IMPROIIES COSTEFFECTIVENESS \
Strengthening quality and improving cost effectiveness are contract prices.” I

remitments RMH states in its vision sratement. One such way According to Gamin, there are some exceptions, such as when!
. . . .
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New Treatment to be Tested at RblH

RMH is one of 40 hospitals nationwide and the first in

South Carolina that will begin using a potentially

life-saving treatment in August for patients with severe

traumatic injury. The treatmen”t being researched is made

from human red blood cells and is called Diaspirin

Cross-Linked Hemoglobin (DCLHb).
.;“

“The purpose of the study is to find out how well the

new hemoglobin solution works in treating or preventing the

harmful effects of blood loss due to severe injury,

including shock, severe illness or death,” says Dr. Eaymcmd

Bynoe, medical director of Trauma Senices and principal

investigator of the study. “We hope the use of this product

as a supplement to our life-saving procedures will improve

patient outcomes.

“Despite

patients with

from bleeding

our best efforts, shout 40 percent of
-.

extremely low blood pressue die, most

problems. Large amounts of blood loss

trama-,-

of “them

can

result in lack of oxygen to vital tissues, which can lead to

multiple organ failure. DCL Hemoglobin may increase blood

flow and oxygen to the organs, helping stabilize a patient

quicker. Patients in this study still will receive all

standard therapies, including blood products, fluids,

medications and surgery. n

DCL Hemoglobin is a purified hemoglobin solution, the

....,...,.!.!,’, -... ,.,..-.-.-—... . .
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part of blood that carries oxygen throughout the body. The

solution is made from red blood cells donated by healthy

volunteers that have been tested and found negative for the

viruses that cause hepatitis and AIDS. In addition, DCL

Hemoglobin solution goes through a specialized filtration

and pasteurization process to significantly reduce the risk

of hepatitis and AIDS. Because the product is

human blood cells, it will not be suitable in

patients whose religious beliefs forbid blood

made from

treating

transfusions.

“While we’re excited about the possibility of this

research increasing the su~ivability of trauma patients, we

also are excited about it possibly extending the comunityts

blood SUpply,H says Dr. JOhn Stewart, director of ~ergency

Semi.ces and co-investigator in the research project. ‘This

could help extend our resources nationwide.”

The study, which is authorized by the U.S. Food and

Drug Administration (FDA), will be randomized. This means

half the participants will receive the solution and half

will receive saline solution. Neither the patient nor the

doctor will know which solution the patient has been given.

The study will be monitored by an independent data

monitoring committee.

Trauma patients must meet strict criteria before being

given the new treatment. Part of the inclusion criteria

includes being 18 years of age or older, evidence of

hemorrhage, and low blood pressure. Because of this, out of

,, ...!.!,,,!,, ... ..............”



the 1,S00 patients Trauma Semites treats each year, Bynoe

says only a maximum of 20 patients will be eligible to

receive the new product in the next 12 months through the

study.

For more information, call Trauma Senices at 6418.

. .
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CommunityLeader

Dear,

Itisimportantto recognizethat trauma, no matter the cause,has a veryhighmortalityrate and is the leading
causeofdeathfw peopleaged144 years. Traumais surpassedbyonly cancerand atherosclerosisas a leading
causeofdeathamongallAmericans,Approximately60millioninjuriesoccureachyear. At leasthalf of these
peopk requiremedicalcareand of the 30 millioninjuredpeople,3.6 millionhaveto be hospitalized. Ricldand
MemorialHospitalevaluatesover 14,000patients involvedin traumain the Midlandsof SouthCarolinaeach
year with approximately1500admissions.

“,
Traumaisresponsiblefix 145,000deathsm the UnitedStateseachyear.A majorportionof thesedeaths occur
withinthe first hour following the traumaticevent. Manyof thesedeathsareassociatedwiththe inabilityto
restore the blood pressure (shock). 13e@te recent medical and surgical advancements,treatment of Ii,fe-

— threateningshockfromblood loss secondaryto trauma is not alwayssuccessfid.

Trauma Semites of RicMandMemorialHospitalis excitedto announceitsparticipationinaFederalDmg
Administration(FDA)approvedefllcacytialofDMspirinCross-LinkedHemoglobin(DCLHbw) inthe
treatmentofseveretraumatic knorrhagic shock DCLHbw, a Baxter Heakare produ~ is a ptiled
hemoglobinsolutionmadefromhuman bkod.llw potentialadvantagesofDCLHbW are:1)itdoesnothave
tobematchedtothepatient’sbloodtype,2)itisimmediatelyavailableforinfkionintraumapatients,and3)
ittmqmrtsandurdoadsoxygentothebody’scells.Theprocessingofthisproductefftztivclyreducestherisk
ofAIDSandotherinfdousdiseases.TestingforcarcinogencityfwDCLHbW wasnotnecesarybecauseit
isabiologicalformulationofnaturalbloodprofiin.Blo@ or its products,have never been implicated in
causingcan=.

.-

Patientsthatwillbe inc!udecimthe studyare-traumapatients that havean estremelylowbloodpressufc,(Class
IIIor IVHemonhagicShock)secondaxyto car or motorcyclecrashes,gunshotwounds,stabbings,assaults, or
Ms. Exclusioncriteriaincludeage less than 18years, pregnancy,or closedhead injuzy.The study will help
dctuminethe effectivenessof DCLHbw in this trauma patientpopulation.All traumapatientsenrolkd in the
study will receive,alongwith the study solutio~ all currentstandardorusualtreatmentsforshock.Thismay
includeintravenoussolutions,bloodand/orbloodproducts, medications,or surgay.

Dueto theseverityof theirinjuries,most patientswillbeunabk to giveinformedconsent to participatein this
valuableproject,However,every&“ wiil be madeto obtaininfbrmedconsentss soonas possiblei%omeither
thepatientor nextofkin. Thencxtof kinor kgal guardianmaywithdraw the patiult fromthe studyat any time<
ThispIXXXIUXfollowstheFDA’s” E..cep(ionfromInformedConsentRequirementsfor EmergencyRes=h”,
#21CFR50.24.——

W participationalongwith39 otherhospitals will give the FDAtheappropriatescientificda~ to evaluate the
effectiveness of this new solutio~ DCLHbw. The study will be monitored by an independent safety group
which is not affliliatcdwith Baxter Healthcareor Richland hkmoiia! Hospital. Approximatelytwenty (20)

.. .-
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trauma patientswill be enrolledin this efficacystudy at Richknd MemorialHospitalovera 12month pcri~
withat least 850 patientsenrolledat the 40 centersnationwide.

Inlightofan ongoingnationwidebloodshortagqTraumaServicesofRicMandMcrnoriaIHospitalsincerelyf~l
thatDCLHbw willnotonlybefitpatientsenrolledintbestudybutwillofftiasignificantlyimprovedchance
ofsuvivalfmmanymom traumapatientsintiefiture.Foradditionalinformationonthisvexypromisingnew
solution,pleasecontactDr.RaymondBynoe,Dr.JohnStew@ orJayH- RN. at803-434-6418.Jn
additi~youarcinvitedtoattendapressconfkrcnoeonTuesdayJuly8,1997,inDiningRoomB ofRichland
MemorialHospital,at10:30am.

sincerely,
.:

RaymondBynoe,MD,FACS
Medical Director,TraumaSemkxs

.

N. John Stew@ MD,FACEP
MedicalDirector,EmergencyMedicine

VinceFord
VicePrcsidengCommunityServices
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The Eticacy Trial of Diaspirin Cross-Linked Hemoglobin(DCLHb) in the
Treatment of Severe Traumatic Hemomhagic Shock

Trauma is the leading cause of death in Americans between the ages of 1 and
44 years and is surpassed only by cancer and artherosclererosisas a cause of death
in all age groups. Approximately60 million injuriesoccureach year and at least half of
these people require medical care; of these 30 millioninjuries,3,6 millionrequire
hospitalization.Trauma is responsiblefor 145,000 deaths in the USA each year,
frequently from shock that is refractoryto resuscitationefforts.

,. .

The Trauma Se~ice of Richland Memorial Hospitalis excitedto be able to
informthe medical communityabout the Senfice’sparticipationin a multi-centered
efficacystudy about Diaspirin Cross Linked Hemoglobin(DCLHb). DCLHb is a purified
human hemoglobin solutionthat can be utilized in the treatmentof severe traumatic

— hemorrhagicshock, This solution, unlike traditionalbloodproducts,does not require
cross-matchingand is thus immediately available for infusionin the trauma
resuscitation.Blood that has been screened for HIV and Hepatitisvirusesis heated
and filtered during the pasteurization process to make DCLHb.

DCLi-ib, in the preliminary studies, has been shownto effectivelytransport
oxygen in vivo as demonstrated by a P50 equal to that of pure human red blood cells.
DC1.Hbhas also been shown to optimize vital organ bloodflow, prevent tissue
hypoxia and latiic acidosis, and ultimately improvesurvival.DCLHb has also been
shown to be effective in small volumes, and thus may improveperfusionin the trauma
patient without the untoward effects of large volumeuystalloid infusions. : :

Patients can be enrolled in this efficacy trial if they demonstratesevere shock
with signs of hypoperfusion. Patients, such as these, have a projectedmortalityrate of
400A. The primaiy purpose of this study will be to determinewhether this infusioncan
reduce 28 day morbidityand mortalityfollowingtraum~lc hemorrhagicshock.

Approximatelytwenty patients will be enrolled in the studyat RMH over a 12
month period, w“that least 800 enrolled in 40 centersnationwide.For additional
informationon this ve~ promisingnew solution, please contactDr. RaymondBynoe,
Dr. Richard Bell or Jay Harem, Trauma Coordinator,at 434-6418.
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Trauma Research Study

Research led by Dr. Raymond Bynoe, Dr. Richard
USC and Trauma Services. Expected to begin the
beginning of August.

RMH is one of 40 sites nationwide.

Bell, Stan Fowler of
end of July or

Research is using a derivative of human blood products. Will use with
patients who have traumatic blood loss and shock. Recipients will have
to meet strict criteria. There will be about 1-2 patients per month
who will receive the product.

The product will be given to these patients because they have a high
mortality rate, and this product may help them by increasing the body’s
ability to deliver oxygen to it’s cells.

Secondarily, another benefit may be the possibility that use of the
product can extend the community’s blood supply.

We will be informing the community of the study through letters to
community leaders and special interest groups and through a press
conference either the end of June or beginning of July.

In other areas, there were a few community concerns about using an
‘artificial” blood product. This is not an artificial product, it
contains human components. Jehovah witnesses can’t receive it.

Another concern to be aware of is the consent process. As in any
trauma situation, consent to use the product WZ1l be sought from
family members, however, the trauma team will use whatever it can
to help a person sumive. And, that may include use of this product.

For questions, call Dr. B~oe’s office at 6418.

-.
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Questions and Mx3wers
Richland Memorialts Trauma Research Study

Why is this study being performed?

Seriously injured patients frequently arrive at the Trauma
Center in shock and suffering from significant blood loss. The
purpose of this study is to find out how well the new hemoglobin
solution works in treating or preventing the harmful effects of
blood loss due to severe Injury, including shock, severe illness
or death. Approximately 850 patients will take part in this study
at 40 hospitals nationwide. Richland Memorial is the first
hospital in South Carolina to participate.

What is””I)iaspirinCross-Linked Hemoglobin (DCLEb)?
Diaspirin Cross-Linked Hemoglobin is a purified hemoglobin,

the part of the blood that carries oxygen. It is made from red
blood cells donated by healthy volunteers that have been tested
and found negative for the viruses that cause hepatitis and AIDS.
In addition, DCLHb solution goes through a specialized filtration
and pasteurization process to significantly reduce the risk of
hepatitis and AIDS. Because the product can be stored in the
Emergency Department, it can be given immediately after a
patient’s arrival, saving critical moments in stabilizing a
trauma patient.

How is the study conducted?
The study is randomized, meaning half the participants will

receive the solution and half will receive saline solution.
Neither the patient nor the doctor will know which solution the
patient will be given.-This treatment will be given in addition
to standard therapies, not in place of. The trxal is authorized
by the U.S. Food and Drug Administration (FDA),and will be
monitored by an independent data monitoring committee.

Does this replace blood transfusions in the critically injured
trauma patient?

No. DCLHb is administered in addition to transfusions that
may be needed to treat a patient. Since this product is made from
human blood cells, it would not be suitable in treating patients
whose religious beliefs forbid blood transfusions. Patients in
this study will receive all standard therapies, including blood
products, fluids, medications and surgery.

Who will be chosen to participate in this study?
Approximately 20 patients will participate in the study.

There is strict medical criteria that the physicians will follow
to ensure a patient may participate. Part of the inclusion
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criteria includes being 18 years of age or older, evidence of
hemorrhage and low blood pressure.

ROW will a patient know if he or she is receiving the treatment?
Informed consent will be sought from patients if they are

conscious and able to make a decision, and/or by family members
who will be contacted. Every attempt will be made to obtain
consent from the patients, their families or legal
representatives before the treatment is given. As with any trauma
situation, when a patient is in critical need of immediate
attention, the physician will do what is necessary to help the
patient sumive.

The Food and Drug Administration (FDA), in cooperation with
the National Institutes of Health (NIH), issued regulations that
allow for certain emergency research to be conducted with an
exception from informed consent in rare circumstances when the
patient cannot provide consent and the nature of the patient’s
medical condition re ires immediate attention. This study will

Yfit into that triter a. These regulations allow for the
advancement of vital emergency research with careful attention to
the rotection of the xights and welfare of the patients who are

Yenro led in the study. The FDA and NIH expect that the studies
conducted under these rules will allow patients in certain
life-threatening situations, who are unable to give informed
consent because of their condition, the chance to receive
potentially life-saving treatments.

What are the risks and side effects of the treatment?
The product has been extensively studied in randomized

trials involving more than 700 patients over a four-year period
to evaluate its side effects. Of the approximately 350.patients
who have received the treatment, a few temporary side.effects
were noted, including: temporary and harmless yellowing of the
skin, temporary reddening of urine due to the red color of the
product, nausea, and back, abdominal andmuscle pain.

Who should I contact if
If at any time you

call Dr. Raymond Bynoe,
SeXvices at 434-6418.

I have questions?
have questions about the research study,
Dr. John Stewart or Jay Haremof Trauma

.-
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FOR MORE INFORMATION
CONTACT JO HALMES
OR TAMMIE EPPS
PUBLIC RELATIONS, 434-6891

FOR IMMEDIATE RELEASE
June 26, 1997
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COLUMBIA, S.C. -- Richland Memorial Hospital is one of

40 hospitals nationwide that will begin using a potentially

life-saving treatment for patients with severe traumatic

injury. The treatment will be available for use beginning in

August for patients with severe blood loss secondary to

traumatic injuries. ‘

The treatment being researched, Diaspirin Cross-Linked

Hemoglobin (DCLHb), is made from human red blood cells.

‘We hope the use of this product as a supplement to our

life-saving procedures will improve patient outcomes,?

Dr. Raymond Bynoe, med-icaldirector of Trauma SeNices

principal investigator of the study. ‘Despite our best

says

and

efforts, about 40 percent of trauma patients with extremely

low blood pressures, secondary to bleeding problems, die.

Large amounts of bl~ loss can result in lack of oxygen to

vital tissues, which can lead to multiple organ failure

several days or weeks after,the initial trauma.__

‘DCLHb may increase blood flow and oxygen to vital

organs. It also may help us stabilize a patient with severe

blood 10SS.”
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The DCLHb solution goes through a specialized”

filtration process to remove hemoglobin, the oxygen-carrying

component of the blood. The product is then pasteurized to

significantly

patients must

new product.

reduce the risk of viral transmission. Trauma

meet strict criteria before being given the

Trauma Services at Richland Memorial treats ~out 1,500

patients per year. Approximately 20 trauma patients will be

eligible to receive the new product in the next 12 months

through the study.

“Due to the severity of their injuries, most of these

patients will be unable to give informed consent to

participate in this valuable project,” Bynoe says. ‘However,

every effort will be made to obtain informed consent as soon

as possible from either the patient or next of kin. The next

of kin or legal guardian may withdraw the patient from the

study at any time. This procedure follows the FDA’s ~ ~

‘exception from informed consent requirement for emergency

research.‘“

Bynoe is joined in his research by Dr. N. John Stewart,

director of Emergency Senices and co-investigator.

“While we are excited about the possibility of this

research increasing the sumzivability of trauma patients, we

also are excited about it possibly extending the community’s

blood supply, ” Stewart says. “This could help extend our

resources nationwide.”

,. ...!!! !.! !., -., ..-
.... . . .
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If community members are interested in more information

about the research project, they may call Trauma SeVices at

434-6418.
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BLOOD
FROM PAGE B1

Patients chosen for the test
must be at least age 18, have evi-
dence of hemorrhage and low
blood pressure, no evidence of
pregnancy and no head injury.
They will be observed for at least
28 days after the procedure.

Risks are believed to be small,
although the FDA has some con-
cerns about the substitute causing
hypefiension or altered b[ood flow.
Previous trials have produced a
few temporaty side effects such as
yellowing of the sldn, reddening of
the urine, nausea or pain in the
back, abdomen or muscles.

All liability from potential risk is
being assumed by Baxter, Bynoe
said. Richland is one of 40 hospi-
tals nationwide and the only one in
South Carolina panicipating in the
tests, which are to begin in August.
Bynoe’s pattner in the research is
Dr. John Stewaz director of Emer.
gen~ Semites at Richland.

About 40 percent of the patients
nationwide, or 140,000 to IWWO
people, who enter emergency
rooms after severe trauma ulti.
mately die. Bynoe said. IS that
number can be reduced by 10 per-
cent by using the blood substitute,
a significant number of lives will
be saved, he said. The search for a
substitute for blood goes back to
the 17th centtq, with researched
Uying animal blood and wine.

Levona Page can be reached at
771-8512or by fax at 771-8430.
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II.

III.

Hospital Liaison Committee for Jehovah’s Jvitnesses
AIIentown,Pennsylvania oow??o?~?

SERVING THE LEHIGH VALLEY - NORTHEASTERN PENNSYLVANIA - NORTHWESTERN NEW JERSEY

.- -

SHARING RESE.4RCH ON ALTERNATIVE NON-BLOOD MEDICAL MANAGEMENT

Introduction-(2 rnin)

Our Position on Medical Treatment-(3 rein)

A. Informed Choice - Not “Right to Die”

The Doctor/Patient Relationship-(5 rein)

A.ConscienceofDoctodPatient

B.OptionsforDoctor/Patient

C.Protocol

—_ IV. Acceptable Alternatives to Blood Transfusion (10 rein)

A.Nonbloodsolutions

B.Whatabou~bloodstorage,fractions,serums,autotransfusion?

V. How we AreSetupInternallytoLookAfterNeedsofWitnesses

1)HospitiinformationSefi=s “
2) HospitalLiaison Committee
5) Visitation groups
4) Ongoing education

VI. A Sensitive Matte~ Treatment of Children-(7 rnin)

A. Parental responsibility

B. Legal issues

C. Doctor’s opticms

VII. Conclusion-(l rein)
_.—

VIII. Questions and .4nswer Session-(15 rein)

.
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ALLENTOWN, PENNSYLVANIA

HOSPITAL LIAISON COMMITTEE
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3271 Mountain View Dr.
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Robert P. Dunton
690 N. Ives Street
Allentown, PA 18103

(kegory A Geiger
1912 E. Trernont St.
Allentown, PA 18103

David J. Gensenleiter
2055 Weaversville Rd.
Allentow~ PA 18103

Samuel Thomec 111
1S43 Frankeofield St
AUentown. PA 18104

Ed E. Zieceafut, Jr.
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Second Town Meeting at Schukyll

Dr. Sokil is here to be able to

Falls Library

answer any questions that you may

have about the institutional commitment to the protection of people

that are involved in research studies at our institution in

particular.

My name is ThornSantora and I am one of the trauma surgeons over at

AUH/MCP. Vince Cole is one of my associates in the Department of

Anesthesiology. We are coming to you today to discuss an

opportunity that we have to help the patients that we see on a

daily basis. As a trauma surgeon I an called down to the Emergency

Room very frequently, just about every night that I am on call, to—_

try and evaluate and put back together people that have been

severely injured. For example, not long ago an individual from

this community was walking along the railroad tracks down here and

had his walkman on and did not here the train coming and was struck

by the train. This fellow came into the Emergency Center, as you

can imagine, he lost that battle and was pretty

When he came in his blood pressure was low and he

bleeding into his belly cavity. He would have been

this study. Fortunately for him we were able to

badly $fiju-red.

had evidence of

a candidate for

get him to the

operating room and get him patched up, but that gentleman spent

about 3-1/2 weeks in the hospital and required two operations to

. get that done. We had another
-_

in a motor vehicle crash on

bender got out of the car and

child not long ago that was involved

Roosevelt Parkway~, A minor fender

in fact was truck by another vehicle

... .. .... . -. ..... ..”
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and dragged 100 yards down the road. This child was brought in to

the Emergency Room with barely a pulse. We were able to get her

pulse back and take her to the operating room where she had

extensive intra-belly injuries and a badly broken” pelvis and

despite our best efforts, this 17-year old girl died on Christmas

Eve. These are the tragedies that Dr. Cole and I see on a daily

basis and this is just a couple of examples of what could be said

of 140,000 Americans every year that dies as a result of injuries.

It happens to young people, old people, people of all race,

religion, creed, you name it. A vast majority of these folks are

in the prime of their life and, in fact,

cause of death for persons under the age

— cataclysmic problem and right now when

trauma is the leading

of 44. So this is a

patients come to our

Emergency Centers and their blood pressure is low from bleeding 40%

of those people die despite our best efforts. 4 in 10 patients

despite Dr. Cole filling up the tank and me trying to get control

of the bleeding they die. That is unacceptable to us as people who

see this on a daily basis and I would hope to think that this is

unacceptable to the community as well. That is what we ar~-he~e to

talk about; is the opportunity to change some of those numbers. We

were invited to participate in a research study of a blood
...

substitute that has been shown t’ohave promise to improve blood

pressure and improve o~gen supply to injured patients. Oxygen is

our most important nutrient that keeps ourselves alive and we have

. been taught through medical school that injured patients have 60

minutes, which is called the Golden Hour, after ‘tfi:yare injured by

which if we could fix the blood flow to vital organs we have a
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——_ fighting chance to get a patient through even severe injuries. The

hope is that with this research study we will use this blood

substitute in addition to the standard treatment that we use today

that is the same in every trauma center across the country, but we

want to look at this medicine that will be given shortly after a

patient arrives in addition to the standard treatment to see if

this medicine can improve the blood supply during chat Golden Hour

so that we can potentially get more people to survive. Just as I

was talking to a man in the back, this medicine is not expected to

be the same results as we saw in the 1940’s with Penicillin. When

Penicillin first came out we gave it and peoples infections were

cured. We do not expect that with this medicine. There are going

to people that are going to get this medicine and they are going to-.

die anyway because there injuries are too severe but what we are

hoping is that it will reduce the number of people that die by 25%.

Say

see

and

instead of 40% mortality in the standard treatment we expect to

about 30% mortality in the patients that get standard treatment

this blood substitute. That may not sound like a whole lot

but, in fact, if we talk about 140,000 Americans and we CM r~duce

the mortality from 40% to 30% we may be looking at saving upwards

about 35,000 Americans every year and one of those people may be

God forbid somebody that is near-and dear to our hearts. That is

really what we are trying to do is to se~ice the community. We as

medical people that see

this as a huge problem.

the fixed of the problem

not. We need to take the

this side of our community activity see

It is killing our young people. Is this

that we see on a daily’b:sis, absolutely

guns out of the hands of kids, we need to

.,.. .,,.
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_-‘% take the bottles and the drinking out of the people behind the

wheel, that is going to fix those problems but until we do we as

people that take care of injured folks need to have better tools to

take care of these folks.

Another person:

To explain a little bit more about ??? is that the reason we are

here is that this blood substitute product called ??? is a

substance that has been produced by a company called Baxter Health

Care Corporation.

some experimental

exposure as well
—_

This blood substitute has already gone through

research with animals and has also had some human

although it has not had the kind of exposure in

the patient population that we are trying to familiarize you with.

What has happened thus far with this research is that the

government has sanctioned us to begin trials with this research.

If we can communicate with the community to allow them to

participate with a voice and feedback information knowing what we

are doing and giving us some feedback as

they think about this process, about

possibilities of being affected by what

to what they feel and.what

the research, about the

we are doing. This blood
...

substitute product again is primary purpose is to carry oxygen to

the vital organs so that the cells receive the nutrients from the

workup of this blood substitute may perhaps e better

surviving the critical period in which the person is

_—.
fighting for their lives. The government has’&\lowed

this without having to get consent from the individual

chance of

literally

us to use

because of
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the circumstances under which most of these patients come to the

hospital. Most often the patient comes to the hospital and may not

be accompanied by loved ones or may not be accompanied by someone

that is in the position to give consent to us ca”re for the

individual and quite obviously the individual themselves are not in

the position to give their consents. In the’event that someone is

with the individual that is in the position to give consent, we

would follow the normal protocol that follows in any situation

?????

This being a husband, wife, child, etc. ??? Tape gets lower and I

cannot here what he is saying.

Question: ??——

.

Thorn: Every case. Right, but the problem we are faced with is

that trauma is unpredictable.

hit by a car and unfortunately

then the patient is brought

We could walk out that door and get

that happens all to frequently and

to the Emergency Room with life

threatening situations and there is no one accompanying ~that

patient. However, we will inquire whether or not there is some

there, we will look through their pockets to find out who this

individual is and try and contact a love one as we do now to let

them know what the situation is and under those circumstances ask

if they would participate in this research trial.

—
Question: ??
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Thorn: At this point in time the federal government in this

year process has put a moratorium essentially on doing reseal

!!

three

ch of

any kind in the face of emergent circumstances because when people

come in either with heart attack, Dr. Sokil’s other hat is that he

is a heart doctor, and when people come in having a

there are certain things that have been put on hold

patient really can’t give an informed consent because

concerned about dying. So in a situation very anal

heart attack

because that

they are too

Ogotls to the

patients that we take care of under these circumstances. So in

three years the federal government working with scientists,

ethicists, lay people have developed guidelines that just went into

effect November 1, 1996 that stipulates that if”you have a life

threatening situation and you have a study treatment whether that_—_

means some medicine, a blood substitute,

that has shown more benefit then risk and

way to do the research trial and that the

looked at the exact plans for the research

be acceptable and the group that Dr. Sokil

some kind of operation

that there is no other

federal government has

and have found those to

heads at the individual

hospitals has gone through the same process in lookingj at: the

protocol the exact steps that the researcher will do if those two

groups are found appropriate then a patient can be enrolled with”an

exception to informed consent. The additional safeguards for the

subjects because the individuals often times won’t be able to give

consent because they are not thinking clearly because their blood

pressure is low is to go out into the community.as we are doing now
—_ ,

and to try and reach the people that potentially may be subjects

for this research, God forbid anyone in this community, but the
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point of the matter is trauma is completely unpredictable and if

the community is aware of what we are doing and they have the

opportunity to come to us, hear more information, voice opinions

and concerns and essentially the sense that we get and’Dr. Sokil’s

main purpose here today is to get some feedback

group. If you see this is beneficial and you see

life threatening then we would proceed. Now if the

from you as a

the problem as

community said

I do not see this as a problem meaning that it is okay that 40% of

people that come in like this die, I do not see that as realistic,

but if that is not perceived as a problem or just for whatever

reason don’t like the idea of the research or you don’t like the

idea of having individual patients rights taken away then we are

not going to proceed. Let me speak about the rights of the

individual. I for one will always seek love ones to tell me what

to do and help make decisions. That makes me feel better. I know

what I would do for an individual if I had the only say in thing

but what I am saying does not matter for the individual patient.

That patient is the primary decision maker and, when that patient

cannot speak for him or her self, and it is the family that k-news

that individual best they should be able to speak for them and that

is how we do business. However, I also believe that the most

sacred ?? is life itself and the way I see this is that 40% of

these people that come in that fits this bill are going to die. So

they lose that right to life and with this product 1 might be able

to save some of those people. That is the right that I think gives
_—

us the right to proceed with this exception for informed consent

but we have to do it properly.
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Thorn: First of all the study is.not

started. The way that the federal

particular oversees a drug development

continuing it is just being

government and the FDA in

it has to show that the drug

is first off is safe and it gets to that point only after it has

been shown to be effective in laboratory animals. So if the drug

is not effective in laboratory animals then there is no reason to

test it in humans because why would anybody regardless of how safe

it is want to use something that is ineffective. Animal laboratory

studies are important because what efficacy it is shown to various

treatments are often times equivocal to the human. So that if we

were develop a model where animals have bled given this material__—_

which has been done it has shown that the animals that received

this medication lived whereas the other animals that do not get the

medication died. There is a difference between those two groups.

So there is demonstrated improvement ?? terms of life in animal

studies. So that information is fed through federal government and

says that this drug looks promising therefore lets start tes~in-g it

in humans. The first part of that testing process goes through a

?? base process where the first two phases are to look to see how

the drug is handled by the ??? ?? ad then once it has been ~ho~

you know how the drug gets eliminated from the body and those sorts

of issues the next question is, is it safe at increasing doses.

Safe in terms of does it

–-
tests have been done in

Now the last phase for

cause damage to the lungs, ??? and those

humans and the drug is Ishown to be safe.

federal FDA approval ??? shown in those
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patients. Its efficacy has been shown to be basically reducing the

amount of blood that was necessary in heart patients undergoing

heart bypass surgery. It has not.been tested in the population of

trauma patients to look to see if it would improve their outcome.

That is the study that we are about to undertake. I think that it

is going to be beneficial because it does the things during that

“Golden Hour” that we need to accomplish and that is to improve

blood supply by carrying the o~gen to vital organs so that we have

a fighting chance. Could it cause problems? Sure it could as it

increases the blood pressure which this medicine does very shortly

after giving it the blood pressure goes up so as the blood pressure

goes up we may find that the bleeding increases that has not been

shown in the case in animals studies but it might be in the human—.

study that is why ?? those results in animals may not be the same

in humans.

Question: ???

Thorn: High blood pressure, no, there is a

fairly common ?? one is that ?? discolor

meaning that the medicine

till five days and ?????

tends to turn the skin a

jaundice ?? Jaundice will

that lives in the

couple others tfiaE-are

the skin in transient

skin for a period of up

eliminate through the body and as such

yellow color. You might appear to be

leave you ??? medical doctors ?? usually

means that there is a problem with the liver and the patients that

have gotten this medication and there skin has turned yellow there

liver can actually ???. What has been found is that the medicine

,. --., ,,,,
.,.,,.-.
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—-. itself is in your skin and with a light shining on it it turns

yellow like babies that have high bilirubin levels shortly after

their born. It is the same sort of thing. The other common side

effect is ????? and some of it ????. Now other side effects that

I do not think we will see in our population because our patients

are so sick they won’t be able to complain. Often times ????

but bloating, gas pains, ???. Again, I don’t think that ????

Now the blood pressure effect can be conceived as an adverse side

effect ??? where our patients come in with low blood

pressure ???? ?????????? blood pressure can rise up to about 35%

where it started from. So if someone starts off low and then goes

up to normal ????

—

Question: ??

Thorn: Well again that is the possibility if you start off with ???

It is an enhancement. It is just a substitute for blood ???????

Tape is too low to hear!! .-
-,-

.,. ,,,. ,
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Community Meeting
PickettMiddleSchooI

Thursday,April17,1997

Question(female):You saidthatyouusea bloodsupplyfrom(heredcrosswhich is normally

discarded after42 daysbecauseifyou usethatbloodafterthe42daystherewillbe adverse

affects.So theytakeitandwitha fewmodticationsnow h becomesa blood substitute. Do we

know ifanyiftherek anyadverseeffectsfromthebloodsubstitute?Imeanhasthisbeendone

before?Do we haveresultssomewherethatsaythisactuallyhelpsordoesn’thelporhavesome

sideeffects?

Answer(TAS):Yes.The way thismedication,anymedicationgetsapprovedbytheFoodand

_——_
DrugAdministrationisa veryregimentedstepwiseprocess.Firstofall,themedication,our

blood substitute in this case, is tested in laboratory animals because they want to see if the drug

has potentialbeneficialeffects.In studyanimahthismedkationinfactdoeshavea better

outcomeinanimalsthatwerebleedtothe point where their blood pressure was quite low. They

compared this blood substitute to blood and to other standard ways of trying to increase the
--

blood pressure; salt water solutions, albumin, those sorts of things. The animals that weived

the blood substitute did significantly better than the animals that received the other treatments.

So in laboratory animals, there is no doubt that this medication,thisbloodsubsthutehasbenefit

atimprovingsurvivalfrombleeding.Now whattheFDA thenhadtoseewas,isthismedicine,

thisbloodsubsthute,safe?Inotherwords,ifyougiveittopeoplewilltheyhaveproblems.

..-.=

Picket: Middle School - 4/] 7/97
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some gas pains afteryou administer the medicine that are transient. Butourpatientpopulation

will be so sick from their bleeding, they will have a breathing tube in place, be under anesthesia,

most likely they won‘thavethesecomplaintsorthoseproblems.Sothosearetheadverseaffects

thatareseen.

Question(samefemale):SincepatientsnormaIlyhavehighbloodpressureorkidneyproblems

willtheybecandidatesforthis?How wouldyounotknowthat?

Answer(TAS):Well,no we don’tknow that.Theonlythingwe’llknow aboutthesepatients

most of the time is that they’ve been injured and when they come to us they have a low blood

pressure and evidence of bleeding and, in fact, the person that comes that has high blood

pressure under normal circumstances that now presents with a ve~ low blood pressure are at

even higher risk of having a bad outcome because their organs, like their kidney, needs to see

a higher blood pressure to function. Their organs have become used to seeing a higher blood

pressure. So it is crucial especially in those people to get the blood pressure up as fast as you

can.
-,-

VC: In those situations where people come in as trauma victims preexisting diseases, be it high

blood pressure, diabetes, or whatever, all of tt& takes a back seat to the immediate needs of

tmuma patients, so we’re not worried about treating somebody’s high blood pressure. At that

point in time your priority is trying to provide cellular nutrients, primarily oxygen, by getting

_—

Tlcke[t Middle .SchooI- 4/17/97
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—_ as much materialthatcarriesthoseproductsintothebody faster than it is coming out of the

body.

Question (female): Can you tell us how long this nxearch study on this medicine, I’m calling

itnow,has been and if we can find out what other ingredients are in this medicine. I mean we

first started talking about a blood substitute and now we are Wing it an actual medicine. So

I want to know some substance other than, you know the hemoglobin being re-oxygenated is

what I thought I heard but, I mean medicines are made up of more stuff.

Answer (VC): We sometimes

because its a little bit of both.

interchangeably caIl it a blood substitute or a medicine and its

What it actually is what Dr. Santora aheady said. Everyone’s

blood has hemoglobin. Hemoglobin is one part of the red blood cell but it is the prime pat that

is responsible for ea.rrying the oxygen to the tissue. Every time you breath in oxygen gets into

the lungs and into the blood system then the red blood cells carry it to the different tissues

attached to hemoglobin. So what they’ve done is stripped away the red blood cell and taken the

hemoglobin, packaged it so that we can get hemoglobin alone without the other components of.-
--

blood; what it does is it essentially just buys us time. It doesn’t eliminatethe fact that we still

use blood in conjunction with all the other things. We haven’t made that clear, and I want to

make that clear, this is just another tod in what we’ll be using in trying to save someone’s live

during the resuscitation process. We will still give blood. You will still get red blood cells, and

platelets, and fi-esh frozen plasma, and saline salt water, and putd.ng in a breathing tube, and

Pickett M!ddle School - 4/17/97
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getting you totheoperatingroom. Everythingcontinues,intheSamemanner.The only{hin~

thatwe plantododifferentlyinthestudyk thatwhen youcome intotheemergencycenterand

youfitthecriteriameaning, your blood pressure “is lower than 90, your pulse rate is higher than

120, orYourheartratek inwhatwe callapretenninalrhythm,thatitappearsthatifwe don‘t

correctthingssoonthehearth goingtostopfunctioningproperly,thenyouwillbeselectedto

eitherreceivethebloodsubstituteorreceivesaline.Overtimewe’11looktoseeiftherek a

differenceinthetwogroupsofpeople.Ifthepeoplethatgotthe blood substitute do better than

the people that got the saline. But the substance itself is a blood substitute, not a drug. It’s not

so important what we call it as long as we understand what it is.

Question (female): I understand it is not important what we call it, I’m interested in what it is.
—_

What is in it. What is made of. That’s my interest.

Answer (TAS):

Response (same

Answer (TAS):

Yes. It’s just hemoglobin. That’s all it is.

female): Do

Sure we do.

you have any written material that we can have. - ‘ _
-,.

This blood substitute has been studied for 10 years. Okay? It

has been used in patients over the last four ye& and again it’s been going through that step

wise process of being evaluated. The way drugs are studied is again, you try to make certain

that the drug is safe. okay? mis k one of the first trials to s& if this medicine or blood

.—=
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—_ substitute has made an improvement in outcome. We have demonstrataj it has been used in

over 350 people to show that it is safe.

Response (same female): Do you know where that was done at?

Answer (TAS): It has been all over - in Chicago, in Boston, in Htileld.

Question: If this drug has akady been given to patients then why do you need to do this study,

and how many of those people are now dead?

Answer (TAS):
—

still needs more

All of them are still alive. The study drug, in this case is a blood substitute,

investigation. The phase that all medicines go through to be approved by the

food and dmg administration is that they go through this phase to figure our if they are safe

first. Okay? And then they go through another phase to see if they have a beneficial outcome

difference. In other words if I give, God forbid, you this medicine and I don’t give it to the

gentleman sitting across the hall and you have the same degree of injury in bleeding will you.-

have a better chance of living than will he? When everything else is equal, in other words, we
--

are going to do the same operations, the same amount of fluid and blood and everything else that

we normally do today, the only difference is tha~ we are going to give some people shortly after

they arrive to the hospital a smalI volume of this blood substitute in addition to all of their

standard treatment and the other group is going to get an equal volume of salt water and all the

—

Pickett Middle School - 4/17/97

6



,

mo-NM)i21

—
standardstuffthatwe do.

Question: Howwfil youhowif the blood substiNte iscausingprob1ems?

Answer(TAS):Partofthecarethatwe provkletopeopleafterinjuries includes tests or various

laboratory studies that allow us to lookatthedarnagetoliverordamageto muscle or damage

to the kidney and that’s part of the processofcaringforthepatient,andinpafiicularwhen you

have a research trial. We want to make certain that there is not any adverse reactions in this

population of patients, so we will be looking at those things. One of the things that the federal

government wants us to do, if we are going to use this exception to informed consent, is to

report to a special panel, a safety panel of people that are not involved with the study at all that

are going to see the data, the results of the study as people go through the study and if they find

that there is an unexpected high adverse affect rate they’re going to shut the study down because

they don’t want to take that chance

negative in this patient population.

that we might have an unexpected outcome that could be

On the same token, when we forward that information to

the safety board if it is overwhelmingly positive, then they will stop the study and say you don’t.-
-,-

need to look and deprive half of the study population of not getting this medicine, because the

people that have received it so far have done so much better than the people that haven’t is that

this drug is obviously good under these circumstances and then the FDA will say we approve

this drug, use it on everybody in this circumstance.

Pickett M,ddle School - 4/17/97
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Question(male): Who do you expect will be the main people involved in this study?

Answer(TAS): It’s to help anybody who

pressure from bleeding. It doesn’t matter

comes into our emergency room that has low blood

what race, creed, or age.

Response: Well I’ve been to MCP’S ER and I saw black patients not getting the same treatment

as other patients.

Answer (TAS): Well I’m telling you that, I’m standing here today and I will refi.ue that with

you as long as you want to have that refited.

——__

V. C.: I support what Dr. Santora says, but I think we am getting away from the main issue.

Response: Well I think how we’re treated is the issue.

.-

V. C. - Let me say this is one of the reasons that I have a personal interest in this study. Do you

know what the number one cause of death in young black men between the ages of 18 and 35

is.

Response: Yes, trauma. Now let me ask you who else is in this study?

—.
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Thk.trialincludes35centersacrossthecounty.Some ofthehosphakthathaveakeady

thetxialareAllentownHosphaI,WashingtonHospital.Hospitalsthatareinnercityas

well ashospitals that are in the suburbs.

Question: Do you have data in writing

V.C. - Everything that we are saying here is documented in prior research articles. Everything

we’re saying here is documented.

Response: How come we haven’t heard about any of the other studies?

TAS - The allentown study has been in the Inquirer. It was in the Inquirer about a month ago.

Question: Could I go to your hospital and get

have it so I can read it before the study starts.

any of this information. I would redly like to

.-

TAS - Sure. We have some background information,

Question (female): I was surprised that you didn’t bring something for people to see. You are

taking community opinion about this. How and when will you determine what the community

decided. From this group of folks here tonight? What?

.
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Answer (TAS):You area representativeofourcommufity.

Question (same female): Is this a one time shot presentation?

Answer(TAS):We have made ourselves available to the community that we serve. This area

is onlyonepart. There has been three separate meetings that we discussed this research trial

at and we have had a mdio show. We have had a newspaper article and the issue of reaching

out to the community, I will tell you is a new phenomenon. Okay?

Question (female): So how when will you make your determination yes or no? I need to know

that. Without anything I can look at in terms of these 350 people, sure they may be alive but—

what is the quality of their life. People want to live, but they want to have a good quality of

life. So for me, I need to know that beeause there is a lot of things vivid in my mind regarding

African Amerieans and medieal care and research and all of that and it has not been our favor.

Frankly, I feel. I need to see something. For me to sit hear and listen to you tonight and say

oh this wondefil to save people’s lives I wouldn’t want that for my family or anyone else’s
--

family in this community that I work in and serve in and live in.

Question (female): Now you say this is a blood substitute?

Answer (TAS): This is a blood substitute. Yes.

—_
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Question (female): From what I understand the reason why you are out here is to get our

response. So if somebody comes into the hospital as a trauma and then gets it will be because

of our approval?

Answer (TAS): That is somewhat what we want to do. We certainly want the increased

awareness. This is a multi-fold process. We are out here. If we heard absolutely negative

things from you saying we wouldn’t want to be involved in any kind of research I don’t care

what if, ands, or butts about it, we wouldn’t want to be involved. We would take that back and

we would discuss that, but the important issue if nothing else happens is the education that is

going to occur tonight. I don’t know how many of you have thought about just how grave this

problem is for our community.

Question (female): From what I understand this particular medicine ??? is not going to do ??

so

Can’t hear.

.-
.-

Question: One you said something about they wanted to test it on people to see whether or not

there is any adverse affect, I thought the procedure was to do research on animals to see what

side effects then if there weren’t then you’d test it on people.

TAS: That’s been done.

—
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VC: Animals tnalshave already been done as welL

Question: Isn’tthis atnal area here. -

VC: This is just a different patient population. Human trials already been done on stroke

victims, and patients undergoing cardiac bypass surgery. This is now trials on people who are

severely traumatized with bleeding injuries.

Question: So that 350 is that the total number of people in the research or was that 350 out of

another number.

VC: That’s 350 people that have already received the blood substitute. This trial that were

undergoing will hopefully comprise a total of 850 across the 35 centers in the country that are

participating in evaluating this substitute on trauma victims, so this is a different patient

population.

.-
--

Question: How tong are you going to follow these 350 people? How long are you going to

follow them to see if there are any side effects.

Answer (TAS): The blood substitute lasts in the body about 48 hours. Okay, the various trials

have looked at them for months but once the medicine is out of (he body it doesn’t have any

——.

PICA Middle Schooi - 4/17/97

12



oOWXYlJ27

_

lastingeffects.AIItheeffectsofthkbloodsubstitutearetransientir,nature.h otherwords,

theycome veryrapidlyandthentheygo away asthemedicationk eliminatedfromthebody.

Question:You mentionedsomethingaboutthepanel.The panelisonlygoingtobemade up

ofmedical professionals or are you going to allow the community to patie on the board.

Answer (TAS): Well there is actualIy a number of panels and Ms. Denega and Ms. Schieffxeld

siton our what we cdl the Committee for the Protection of Human Subjects. Any hospital that

does research has to have a panel of people that are comprised of investigators, legal people,

representatives from the community that will review each and every study protocol. In other

words, the investigator, our plan to look at this study medicine has been reviewed by this panel
——

of peopIe at our hospital. In addition, this plan has been reviewed by the federal government

and both of those panels in every one of the 35 centers that will enroll patients in this trials will

have a similar panel at their hospital and will have to review the plans and demonstrate to

themselves that this medicine or blood substitute is mom safe than it is risky and more

importantly, that it has the potential to be beneficial to the people in thk circumstance. .
.-

Question: What country are the patients from that alteady received the blood substitute?

Answer (TAS): United States

.Z
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Question:Doesthehospitalpurchasethedrugordoesthedrugcompanydonateit.

Answer (TAS): The drug company provides the blood substitute.

Question: So they are giving you the drug?

Answer (TAS): That’s right.

Question: What drug company is that?

Answer (TAS): Baxter Healthcare—

Question: I just have a question - this will only be used in the trauma center? Correet?

Someone going there for routine surgery that might need blood on hand during surgery wil.Inot

have to decide on this substitute.

.-
-,.

Answer (TAS): At this point, No. Only people who come in severely injured.

Question: Okay, now who deeides who gets it and who doesn’t? I mean if your researching

you need something to compare it to. All things being-equal if two people come in with multiple

trauma or whatever, somebody gets saline and somebody gets the blood substitute - who makes

-.
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that call?

Answer (TAS): ~erewUbe aboxora shelfthat wWhavea series ofsquentially numbered

envelopes and as soon as the patient comes in an they have inju~ with low blood pressure and

evidence of bleeding then that patient regardless of their color, regardless of their gender,

regardless of their age, will be enrolled in this trial.

the individual will go to that drawer and pull out the

will be the choice made for that patient.

And what that enrollment will entail is that

next envelope what ever is on that selection

Question: When they come in they may be coherent, but they may not been to one of these

neighborhood meetings, but they don’t know they are getting a substitute. When you say you

need blood they may give their consent without necessarily knowing that they’re getting a blood

substitute. So even you know with the exception to informed consent and informed consent to

be very close and even if someone comes in knowledgtxible about this and want this and they

get an envelop that says saline. They have to get saline? .

.-

Answer (TAS): That’s correct.

Question: How do you spell your name?

Answer (TAS): S. A. N. T. O.R.A.

—__
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Question: Out ofaI1 the people that has been exposed to this study so far do you know the

racial breakdown?

Answer (TAS): No I don’t.

Question: At all?

Answer (TAS): No

Question: And you said that this information in terms of the study is available? Can you tell

me how I can obtain that information?—__

Answer (TAS): The study that we are proposing to you today? I can send it to you.

Question: What hospital do you work for?

.-
--

Answer (TAS): Allegheny, MCP.

Question: We need to see things. For me, I n&d to see things and 1 know a lot of these people

here, members of the team, and we need to see things because if you are going to treat someone

who is unconscious based on our decisions whether you want to go with this or not, well, that’s

—
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this drugcompanywho k makingthisdrugandgivingit

Answer(TAS):The interestk obviouslycompanieswanttodevelopmedicinesthatuhimately

iftheyprovebeneflchdtheycanmake moneyfrom.Imean that’s reality.

VC: Thisstudyisn‘tanymuch dfierentthaneverydrugthathasbeendeveloped-thatgoes

todevelopmentaltrials.Where itgoestodifferentphasesofresearchuntilthatdrugproves

itselfto be beneficial regarding health care.

Response (female): But they never come into the community and say do you want this or not?
————

VC: No. It is because this particular protocol has the stipulation of community disclosure and

that is why we are here. The point is if the FDA did not say that with this protocol you need

community disclosure then we would be doing it the way most resemch is done. That is you

come to the hospital and you am asked if you would like to participate in a trial galled this
--

particular drug. Sometimes trials are done in fact, one gentlemen asked about what country.

In fact, some drug companies, because it is easier to do human studies over seas in countries

that have less stringent regulations. But at the same time, when people find out about some

drugs that are beiig used in other countries and not being used here, people may get upset

because that drug is not available. There are complaints that the FDA drags its feet and takes

_—
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toolong to approve a drug and people may be dying from lack of receiving this drug. So the

FDA sometimes gets stuck between a rock and a hard place. Sometimes they say we too slow

with approving drugs and then sometime people”say well it needs more research and we should

take longer to study. What we are trying to say is - we’re not trying to say that this drug is on

the level of penicillin or anything that is going to revolutionize medicine, every victim that come

in the hospital resulting from trauma life is going to be saved, that focus is not here. What we

expectand what we hope to project is that we may be able to improve our care to these people.

40% of people who come in with sever trauma die. We hope to try to decrease from 40% to

30%, which means a 25 % decrease in the amount of people thatdie. And again, this is just one

more tool at an attempt to try and save people’s lives. Again we don’t propose this is going to

be again a miracle drug. This is just one attempt to try and identify if in fact this drug will be

helpful. We came here very expectant that there would be a lot of sensitivity to issues that this

protocol is going to be something that maybe tested on blacks or indigent population alone,

people who don’t have as much of a voice to say aye or nay. This protocol is not concentrated

on inner-city or suburbs and it is hopefully evenly distributed,

Doreen D: I think the important thing to do is to let you know that this type of research -would
.-

not be done. The government thought that this type of research was so important that they

created an exception. This is a just a new exception to the law that would allow researchers to
...

come into the community, talk with the community and say will you give exception to the

informed consent so we can try this important research. Again, nothing with age, sex, women

have been told that they been discriminated against in research. It has nothing to do with it.

-.
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The government thought that the trauma research was so important that they wanted to carry out

trauma research so that they would create an exception to the law.

Question:What 1cansee.Letme askyouthis.How longagohas

thestudy.Hasbeenitlongenoughtoseeanylongtermsideeffects?

years?A month?

it been the 350 people in

Has it been a year? Two

Answer(TAS):It has been over the last four years thatthosepeoplehave been

Question: Were they all given it at one time or a few over the four years?

Answer (TAS): past the four years.

Question (can’t hear):

Answer (TAS): I think what I am hearing is a lot of skepticism and we expected that and you

have every right to be skeptical. But I’11tell you if we or others that folIow us can’t do these

types of research because people have skepticism because of tmck records.

Response: You don’t think that we have reason to be skeptic?

Picket[ Middle School - 4/1 7/97
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TAS -Absolutely.Therek nodoubtaboutthat.Buttherealityoflifeandwe know thisk that

peopleinourcommunityaredyingleftandright.

Response:1understandthat.

TAS: And if the skepticism that you have will keep you from having an open mind about

potentially beneficial therapies then unfortunately that’s how it’s going to be cause we’re not

going to have the tools to be able to change the outcome.

Response: But see I don’t want to be one who you come back to @ter on after 300 or 400

people have come up with something with really weird or their children have birth defects and—

say you are people in the community that wanted this. It just strikes me redly odd, and this is

my own personal opinion that the decision lies with the community - you know that’s my own

feelings about it and I need to express that. Yeah because I don’t want to have that

responsibility, whether its my child or not. For someone who cmddn’t make that decision on

their own for us to say, you know, for me to say it’s fine go ahead and do it and then later on,
-.

you know, their kids are messed up or whatever. I wouldn’t want that, that’s why people want

to live, but people want to live with a good quality of life and until I see something from

someone who has had this.

Answer (’I’AS): How would they ever get that Ma’am?

—“
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Response:Idon’tknow,butthatwouldberidiculousforme no(beingknowledgeableofthis

and say yeah.

V. C.: That probably isn’t - you know I don’t know how realistic that is. A person that comes

intraumamay havea hundredthingsdone to them. That person can’t saybecauseoftheblood

sub$ituteIam now thisorIam now that.What youdo k youtryasbestyoucantoidentify

if there is a signiflca.nt indicator that says that people have similar injuries yet this one appeared

to do better oved.1 then this person.

Response: Well, you give blood to patients that are approved by the FDA that come in and have

to have an opemtion or somethmg and they’re in a trauma - you treat them. You treat them
—

anyway. You give them so many cc’s of this and that - these are

approved by the FDA and you use those tools and you txeat the patient.

can’t do the same thing.

Answer (TAS): Despite that 40 % of people die.

things that are already

Why is it now that you

.-
--

V. C.: Stop here. Just because you save some people. You say oh well, we’re saving 60% of

people so we don’t need to do anything further?

Response: That’s not what I am saying. You treat people now wkh drugs that you didn’t get

—

Pickett Middle School - 4/[7/97

. ,,...,., ,...,, .+. .

21

.-. .



-_-- -.
the community’s say. It’s approved by the FDA andyoutreatpeoplewiththesedrugs,why not

usethesameprocedurewiththis.

Answer (TAS):Becauseasa communityyou needtoknow whatwe’redoing.

Response: Yeah, we agree with that.

Question: right of a patient. At that point you don’t have any rights.

V. C.: You haven’t given up your rights.

_-—

Response: It is to me, and I’m afraid to do that. It’s just a door that is opening because if the

federal government is saying now that you can introduce a chug and you don’t have to get the

patient’s consent to use it, that is giving up the patient’s rights. Just because of his condition

and what ever else is going on. You know, once you start t.hk you wilJ open this pandora’s box.

How far is this going to go. What’s going to come up next year. Well, we can do education
.-

if the doctor feels it is necessa~. To me, that worries me, with the clinical studies-being able

to just do it without patient’s permission.

Answer (TM): You have every right to be skeptical about that f~ off. The issue really

revolves around how big you perceive the problem that am fac~ by this particular patients.

_—_
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These people are dying. Okay? And we are able to save 60% of them and that sounds like a

big number and in fact it’s not bad, but you something we have been able to do that for 50

years. We haven’t been able to

Question: This isn’t the cure all either, I don’t believe.

Answer (TAS): And we don’t think so either. There are people that come into our hospital and

despite anything they need a miracle and this is not a miracle, but we need to have better tools,

there is no doubt about that and the issue is that the onIy way that we can test tools is to be able

to do them in the people that are fighting for their lives and under those set of circumstances,

the patient is always going to have this quandary of you know, are they really able to understand_

what we are talking about to give informed consent, because it is tougil to do informed consent.

Question: But there are patients with like blood disease, like leukemia.

Answer (TAS): Yes Ma’am. There is no doubt about that.
--

Question: Why are there not any clinical studies on those patients.

Answer (TAS): That’s not what we are asking of this medication. We know that the drug

carries oxygen. We know those things.

..- -
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Question:Thosethingswillbenefitthosepatientsaswell?

TAS: What do you mean? What things?

Response: The blood drop.

organs as well. Ifthat blood

that had leukemia.

‘l%eblood levels drop and they need the oxygen supply to their

works with the tmuma patient would it also work with the patient

V. C.: Those are. different, very different diseases. People who have leukemia have problems

with the production of white cells by cancer tissue. That and oxygen supply am two different

things. Again, I just wantcxi to ciarify that. The blood does many things. The blood carries
——

oxygen, carries nutrients, carries proteins, it caniers clotting factors. This is just one part of

what blood does, carry oxygen.

Question: I am speaking from personal experience. My sister is a patient at Marriah Farm

Hospital in North Carolina. Her fmt amputation wasn’t very successful. The second
--

amputation she did receive blood substitution. I don’t believe that she is not living today

because of the blood substitution, however, she did suwive six months after blood substitute.

My family however, does not feel that way. They feel very negatively about the blood

substitute.
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V. C.: Idoubtit wasthis blood substitute.

Question: Well how many are there?

V. C.: When you say blood substitute. There may be many things that lay people may refer to

as a blood substitute that may not necessarily be.

Response: I’m quoting exactly what the nurse said to me when I called the hospital to see how

my sister was doing.

Answer (TAS): Was your sister a Jehovah Witness.—__

. .

Response: No, no she’s not.

TAS: The reason that I say that is that Jehovah Witnesses have a religious reasons, but they

will take a blood substitute, but not this blood substitute because this particular blood substitute
-.

is made from blood calls. I’m just trying to clarify this. Again, this must be very frustrating

to you because this is complicated stuff and some of the things that we say may seem that it is

conflicting because

Question: Does this drug have a name?

_——
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TAS: Yes. Thisstuffiscalled,DiaspirinCross-LinkedHemoglobin.

Question: Spell it please.

Answer (TAS): The commercialname k hematest.H.E.M.A.T.E.S.T. DiaspirinCross-

LinkedHemoglobin.D.1.A.S.P.I.R.I.N.Cross-LinkedH.E.M.O.G.L.O.B.I.N.So whatwe

arebeforeyoutodayk totalkaboutthebloodsubstitutethatismade fromhuman redblood

celis that has human hemoglobin and the process of making this blood substitute is called Cross-

Ltig and what happens is this blood is obtained from the blood bank because it sat on a shelf

longer than 42 days. The drug company

and then cross-linking the hemoglobin so
—___—

Question: Cross-linking it with oxygen?

preparesh by breaking @e coating of the red cell

that it can carry oxygen.

Answer (TAS): Cross-linking so that it stays together. Hemoglobin is made of four parts and

it cross links the two strands so that they stay together. .-
-.

Question: So you use something to cross-link it?

Answer (TAS): Diaspirin.

____
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Response: Okay, that’s why I was asking what was in it. I knew it wasn’t just hemoglobin.

Answer (TAS): But it’s all hemoglobin.

the drug company makes this it takes the

But the important thing - this is very important. When

blood that’s been screened for HIV and all the viruses

intheprocessofdonationthroughtheredcross,ittakesthoseprecautionsandtothatitadds

heatingthishemoglobinandfalteringh andpasteutiingh whichmakesthisproductmuch more

unlikelytotransmitviruseswhichareinactivatedbyheatingandpasteurization.So inessence,

thisbloodsubsthutehaslesschangeoftransmutingAIDS oranyothervirusthanblood banked

blood.

Question (male): I’m saying that all the researeh and studies you know no racial breakdown at
_——

Answer (T’AS): I have to say that I don’t know. I realIy don’t know. I don’t know the

breakdown.

.-
---

Question: But you can get that breakdown right?

Answer (TAS): I don’t know.

Question: Do you have any other plans for community meetings like this? And wilI you have

_—_
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a Scheduledtimelineforimplementation?

,“

Answer (TAS): We would Like to see this be he last meting that we have. We’ve had two

other mAngs in area communities and pardon me.

Question: Where weretheothermeetings?

Answer:At Deveraux Church in North Philadelphia and in East Falls.

Question: How will we fmd out the results of the study?

—

Answer (’MS): The thing that we can do is to send a letter to each of you who sign into these

meetings and to key individuals that we’ve identifkd in the community to tell them about these

meetings atthe completion of the study we will tell you when we will

the outcome of the study. That’s what we owe to the community.

have a meeting to discuss

.-
-,-

Question: Can we ask if it was favorable or non-favorable at those other two community

meetings?

Question: It was not during the amputation that the blood substitute was given. She wa four

days post-operation and was given this. She had very low blood pressure and she was dying and

—_

Ptckctt Middle School - 4/17/97
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this is when they gave her the blood substitute. I just wanted to clear that it was not given to

her in the appearing room during surgery.

Answer(TAS):Was thataspart of the research program, Ma’am.

Response: I did not fmd out about the blood substitute until I called to check on my sister and

I was told at that time that they almost lost her and they had to give her a blood substitute and

that was what concerned me. I was basically the contact person and I don’t recall anyone trying

to reach me.

V. C.: Under those circumstances, if it was this, if a person they can identify as someone who
.-

can give consent, they would not do anything. They would not enroll anyone who has the ability

to give consent without obtaining that permission. The only time with this study that we would

do that is if there was no one available. If there is a contact, someone was in the emergency

room, if there was a name on the chart or anything identifying as someone who can give

consent, that person would absolutely have to be notifkd and thek ecmsent would have to be
---

given.

Response: I am going to request the hospital report. Because I know

me that it was a blood substitute and they did have a contact person.

for a fact it was told to

-.

Picken Middle School - 4/17197
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Answer(TAS): We don’t even know ifthat situation was the same blood substitute.

i

Response: I did also mention that it may not have been the same blood substitute. How may

are there?

Question: How many are you using?

Answer (TAS): There has been a number of blood substitutes that have tried to be develope.d

because the blood bank business makes that there is a lot of blood that sits on the shelf that

doesn’t get uses. Because with blood you can only give blood to someone who has the exact

blood match to your type of blood and these blood substitutes, one of the beneficial aspects of

these blood substitutes is by stripping off the coating that has all of the markings for their blood

type you can give this hemoglobin to anyone.

one of the advantages of this blood substitute.

Answer (TAS):

Answer That’s

Tape ended.

You don’t have to give a blood type. So that’s

.-
. . .

-.
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Margeret M. McGoldrick
President and Ch,ef Execufwe Off,cer.=+.

AL LEG HEiv Y
UNIVERSITY
HOSPITALS

.4pril1997

DearKey Community Member:

NleghenyUniversity Hospitals, MCP has been chosen to participate in a research study for a
ncw blood substitute for trauma patients. This research could potentially prevent the harmful
effects of blood loss in severely injured patients. Because of the unique aspects of this research,
we arc hosting community meetings to discuss this research and its impact on the community.

Allegheny University
MCP

3300 Henry Avenue
phdadelphia,PA 191Z:
215-642-7167
215-643407J Fa~

Allegheny University I
Bucks County

225 Newtown R030
WarminsIer. PA I 897J
215-441-6601
215-441-5677 Fax

Allegheny University }
Elkins Park

60 E. Townshm Line R:;
ElkinsPark. PA 19027
215-663-6366
21S-663-6033 ~dX

When researching new medical treatments, the first step is ensuring patients understand the study and voluntarily
consent to participate. However, emergency medical situations where life and/or limb is in Ieopardy present a unique
challenge. Due to the severity of the injuries, it is usually not possible to obtain informed consent from a trauma
patient or an immediate family member before the patient requires treatment. Thus, it is difficult to develop new
and bc[tcr thc~pies for trauma care. For that reason, this study is to be performed with an “exception to informed
consent,” meaning that in most cases written approval will not be obtained from the patient prior to treatment.

—=

These mcxxings ~rc being held to inform and gain feedback from the community about this potentially life-saving
treatment. You arc invftcd to join Drs. Thomas Santora and Vhccnt Cowell, the Allegheny MCP physicians con-
ducting the research study, who will:

● explain the nature of the study
● outline the risks and bcncffts of the study
. discuss the concept of cxccpticm to informed consent;
● present patient and community safeguards; and
● answer questions.

The meetings have been schcdulcd for:
.-

Friday. Apri! 11, at 7 p.m. Wednesday ApriI 16, at 7 p.m. Thursday, April 17, at 7 p.m.
Dcvcrcaux United Methodist Church Fails of Schuykill Library C.E. Pickctt Middle School
26th k Allegheny Avenue Warden Drive & Midvale Avenue Wayne & Chelten Avenue

I hope you (or one of your representatives) can attend. one of these meetings and give your valuable input. Research
concerning severely injured trauma patients could one day save your life or the life of someone you love.

For more information, please call 1-800-PRO-HEALTHS”.

Meg McGoldrick

President and CEO, Allegheny University Hospitals, MCP

. ..... .. ... . . . .....
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Newbloodsubstitute
couldsavemorelives

“fryc.Luw
StimWribx.

Evmybcdy is at risk’ one ~me
or another, of losing copious
amounts of blood in vehicle
crashes, shotgun wounds. stib-
bings and falls from heights,
among other accidents.

Approximately 140,000
Arhericansdie annually because
of bleeding from accidents,
sccording to Dr. Thomas Samom
of Allegheny Univenity Hospi-
[al, formerly the Medical Col-
lege of Pennsylvania. in
Philadelphia.

Santora said In an interview
:hat a new blood subs(i(ute.
HcrnaT=kwillundergocvafus-.
tion-gh rcscarcisthatheand
tcolleague.Dr. Vincent D.
Cowcli, arc speidmwiing u the
.mspital.schsdttlcd to begin May
1. He added that 35 hospitkls
around the countsy are ttfsopiats-
ning to engage in IlrisW*

One of their goals, Santora
sairLis 10help reduce the annwd
mtmality raw. &cause of bleed-
ing. by approximately 30,000
people.

Another goal is to determine
if combining infusion of large
~ounu of salt solutions (given.
intravenously), conventional
blood transfusions. sod control
of blccsfirrgduring surgery-all
convcsuional trsatmsstts - with
HcmaTcstwillenhanceresults.

An ultimate goal is to use.
HemaTcst in severe accidents in
the suburbs or elsewhere when
victims are airlifted to trauma
ccmys in Ptdiadelphia, Trauma
surgeonsand emergencyroom
physicians refer to the ‘golden
hour.” Sasrtora saisL sxpiaitsiog
that doctors have about 60 mitt- .
utes after arrivai of a victim to
improve the blood supply and
control injury in an injured per-
son. %ne is of sireessettc44”ire
Said. ‘

Santora went on to say that,
Aik@cny is in the ‘law phase”
of the federal Food and Drug
Administration approval “pro-
gram. HemaTest, produced by
Baxter I-ieahhcsreof Iliinoi&has.
been used over the iast four
years on patients in hospitais
throughout the country LO
dcmonstrak safely. Results were
good. he said. Other Phiiadci-
phia hospihls SK in the pianning
., .”* .“ A .Wnrri;”. !n Q--,--

.,,

chemical compound known as

FiOUSO! WSS dCVCiOpCd and tsSd
for a number of years. It con-
sisted of a protein similar to
hemoglobin - Ssmtomdescribed
it as a fluorocarbon - that cdcd
oxygen into the bhd.strcatn.

The new medication is actttai
hemoglobin, Satrtora said, that
has been extracted from donated
bkmd that has beets smccncd for
viral contamination. Donated
blood, evkn-if kcp!mfrigcrued,
has x shelf life of 42 days. “&r
tha~” he said. “it is no longer”
usabie as ●.bhod transfusion
producL”

SmtO1’SAd that pcOp]c~0
.quaiify for the study must be
older than 18: not pregnant if
femaie: or wish low blood prsa-
Sure. ,.

“ Heemphasisedthat his Wod&
and that of his colleague; Dr.
Cowcl[, am in a research stmgc,
‘We’re trving to educate the
@blic abO;t the SSSiOttSttCSSOf
severely injured peopic. The
product hasshown to & safe.
Nowwe havs to showits effec-
ttvenesa.”

!Mmoraaisosrxcsscdthatuse
of this new medication wordd.
insofar r.s possible. be used on
“informed consent” by the
pUicnt. Ifthspatiuttisunableto
gfye such ConscqtisccaussOfitis
or her crsdti~ a seiadve may
be brought into the picture, if
that is possible.

If all else fails, he said the
federal goverrtmettt has made
provision for iavestiguors to
provide treatment in life-thrcu-
cning situations without
itthmcd COSSSCOL

Four-year studies in other
hospitafs iravs Showtstittec types
of adverse reactions, Santora
said. llsey inciu& an abovwtor-
mal increase in blood pressure:
tbcaidststsay ahowaycllowdis-
C4dOrUiOqtilch he said is tcttt-

POV and goes away within
iivcda)msnddttu hotaffcctthc
liver: and a patient’s urine can
temporarily turn ~ but usually
clears up in about 48 hours.
Other iess common ki*-cffczLs
arc aa elevation ofan ensymc in
the pancreas. a transient bcctrr-
rcncc ~ha( lasts for two to five
days; and abdominal gas pains,
also Iransicn( that last for two to
five &ys.

Anyone interested. hr this
research program can obtain

.-
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MCP.

AlleghenyUniversityHospitalsBeginsDevelopmentonProgramforDigestiveHealth

T
o improve patients’ digestive health

through education and to make cut.

ting+dge technological advances in

surgery and medicine readily available to

patients who suffer from diseases of the

digestive system, Allegheny Mlversit y HOS

pitais is currently developing a new Program

for Digestive Health
The Program will enhance current ther-

apeut”x and diagnostic endoscopic proce
dures used for diagnosing diseases of the

digestive system, and build upon estab
Iishedstrengtkwithin the hospital system

inthe areas of Part-kd hepatic resection
——.

surgery and colorectal surgery, as well as

the evaluation and treatment of patients

who suffer from pancreatic diseases,

inflammatory bowel disk!aseand gastro
esophageal reflux disease (GERD].

The Program will integrate interdiscipli

nary efforts in medicine and surgery, w’ith

the key goal to deliver digestive health ser.

vices throughout communities in the

Delaware Valley.The efforts in medicine

wi!l be headed by James C. Reynolds,M.D.,

Professor of Medicine and Chief of the

Division of Gastroenterology and Hepatol.

ogy at Allegheny Urtkrsity of the Health

Sciences. Joel Roslyn, M.D., Professor and

Chair, Department of Surgery, will lead the

efforts of surgeons from a number of surgi.

cal subspecialties in the Program.

The Program wili have several practice

locations, including sites at Allegheny Uni.

versity Hospitais, Hahnemann, Allegheny

University Hospitais, MCP and St. Christe-

pher’s Hospital for Chiidren. Each of the

hospital sites will provide leading+dge

treatments using advanced surgicai and

medical technology. Nationally and interna-

continued on page 3

mdSubstituteHoIdsPromiseforTraumaVictimswithSevereBloodLoss

wvery year, more than. 140,000 Amer.
icatssdle from injury, many of them

] from severe blood loss that can
~;esult from car accidents, gunshot wounds

or other trauma. In fact, of those patients.
who suffer extensive biood ioss, 40 percent
die despite state-of-the-arttrauma cam

Now,a promising new treatment - a
new biood substitute called Diaspirin

Ctoss-linked Hemoglobin (DCLHb) -is

●bout to be made avaiiabie as part of a

reseamh study at Allegheny MCI% Trauma
Center. RCIHb potentially could prevent
the harrnfii ekts of blood ioss in severe-
Iy injured patients Simply puq this study

CouMsavelives
When a patient loses a significant

amount of bloo& blood pressure drops, the
body’s orgms don’t receive enough oxygen,
and shock can set in. When intrtxhxed
into the circulator system DCIHb mm.
~r- -<c cff~ ~ sh~k in t~ WqJS- it

v .Oraise blood pressure and to carry

n to vital organs. It could reduce the

need fm biood transfusions, and requires

no blood type matching proce.s

in animal studies, th~ treatment has
pved blood flow to vital organs. Over

the last four vears, DCLHb has been stlId-

It has been fully reviewed and cleared by nompregnant females older than 18 who

the U.S. Food and Drug Administration present in shock conditions despite prehos-

(FDA) and has received favorable review by pital treatment, and who have evidence of

our hospital review board and numerous hemorrhage. Immediately following hospital

regulatory agencies around the wwrld. arrival, emergency medicine ph@ciins” will

ThB new investigative treatment will be assess the patient for entry criteria. Those

made available only to the most severely
injured trauma patien~ includkg males or continued on page 4-.

-,-
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– BloodSubstitute Holds Promise forTrauma Victimswith Severe Blood LOSS
continued f“om cover
patients meeting the entry criteria will
receive 500-1000cc (approximately the

wiumeof two to four soda cans) of

DCIJ-Ib or equal wiumes of salt solution

placebo within 60 minutes of arrival in

addkion to all standard interventions (salt

solution, blood transfusion, operation or a

combination of all). By the design of the

study, the physicians will not know at the

time of randomization whether a patient

will receive DCLHb or the placebo solution.

All patients will be followed closely for 28

days after treatment.
When researching new medical treat-

ments in emergency situations such as thh
ensuring thatpatients understand the study

and voluntarily give consent - normally

rquired in any clinical trial - presents a

un”~ue chalknge. Due to the severity of

the injuries, it is usually not possible to

obtain informed consent from the injured
— patient and frquendy family members are

not immediately available before the patient
requires treatment. However, dudhg

patients who cannot give consent under these

life.chreareningconditions WIuldmakeit &f.
ficuk to develop new and better therapiea for

trauma care For this reason, this study is to

be performed under. the new approved FDA

guidelines for the “exception to informed

consen~” meaning that treatment can still

be administered in these cases where it is

impossible to obtain written approval.

Since the patient cannot give consent at the

time of the injury, the FDA guidelinesstipu-

late that the community from which the

patients are expected to come will be

informed of the proposed research project.

Allegheny MCP istaking steps to make

the community at large aware of thk study
and to answer any questions or concerns.

An internal review board is overseeing the

patient safeguards and community educa.

tion programs that address the needs and

concerns of the comtnttnit y,

A key part of this publii disclosureis a
series of community meetings bekg held to

inform the public about the proposed

research project and ita potential to save

lives. All community members and hospital

staff are invited to joht theAlleghenyMCP
physicians conduaing the reseatzh study -
Thomas Santora, M.D. Associate Professor

of Surgery, Associate Director of The
Regional Resource Trauma Center, and

Mom duns 30 employees, -

including SylviaOeck.M.D.

(kft), Ophthdmofogy,received

fwe &a screenings m part of

~henew Osteo(xxvsisProgram

at AlleghenyMCP. Kendra

Zuckernum M.D. (right),

Direcror oftheOsteoporosis

program, incerpmed resu{ts

Vincent Cowell, M.D.,instructorin Ane*

thesiology and Trauma Anesthesiologist-
who will exp[ain the nature of the study,

outline the risks and benefits of the study,

discuss the concept of exception to

informed consent, present patient and com-

munity safeguards that have been put in

place, and answer questions. t
The meetings have been scheduled fon’”

.- ...._. ,, -.’.. -...,-- ., -.,. - .-.-’
● Friday, April’11, at 7 p.m., .

at Dewm&x United Methodist

~.- Chu& 26th&d Allegheny Avenu~

Philadelphia .~,j, ”.... ‘;,
● Wednesday, Apsil 16, at 7 p.m.;
~~at Edk of “%huyIkillI..ik@, located

at Ward& Drive and Midvale Avertuq

Philadelphia ‘ ;.’”-. :: :,-”
* Thursday, April 17, at 7 p.m.,
“‘atCE PicketMiddleschool,located

at Way&andCheltcnAvenu~
Philadelphia: ;. ‘.~ ‘..-.. .. . .. ... . ..-. ..-. ------

hmdty, adf, emplqees and students are

welcome to attend these meetings and give
valuable inpuL Reseatdt concerning severely

iyttred patients could one day save pur life

or the life of someone WU love +

AlleghenyCardiovascular
Institute to HoldAnnual
Nightat the Races

Enjoy a lively evening with friends at
the Allegheny Car&ova&ular Institute
tenth annual Night at the Races Friday,
May 2, at Garden State Park, Route 70
and Haddonfield Road, Cherry HII1,N.J.

Tickets for the event are $60 per per-

son and include a deluxe buffet dhtner,
admission to the park, Phoenix valet park-
ing, Phoen”w adm-ws’kmand a racing pro.
gram. Doors open at 6:30 p.m.; post time

is 7:30 p.m. Gentlemen are required to
wear jackets.

The Allesthenv Cardiovascular Institute
c.-–

. is a newly constituted organization to

kdvise, counsel and support the cardiovas-

cular endeavors of Allegheny Healthp Edu-

cation and Research Foundation. The

organization is committed to advancing

cardiovascular research, education and

patient care.

For ricker ;nfnrmnrinn “Ieoc* c.iII h~vr;.

,,.
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~Working Through the PublicDkcIosurc F%xcss Mandatedby Uscof 21 CFR 50.24(Exceptionto:

lnformd consent): Guidelinesfbr SuceeSs
,..,. . ..- . .

fio~ A, San- M.D.*,VinceutS. Coweu MjD,,S~~ Z. Trooskii M.D.* Alleghmy

Universityof theI-lmlthSciences-MCp,Depati of Surg~, Divisionof Trauma& !Xwgica.1

CriticalCm. .Philadcl@ia,PA .

:lntrod~ctio~””ln””NOvembm199$ theFDAfbnnalkcdguidelinesforcmeqyxwycwc researchto

be done un&r an “exception to in.fdrmed consent”. These gui&lines(21 CFR 50.24) mandate

wmrnuni~ awareness of the proposed resear4 butprovidenospeeificmethodsbywhichto

:aecomplkhthistask.Thkdescriptivereportoutlines how our Mel ITrauma Center established

a community educationalprogramfor a studyutilizinga bloodsubstitute

Methods A counselof leadersfromthehighestvolumetraumacmurmnities(HVTC)was

establishedto reviewthe researchprojectandassistindevelopmentof ourptiblicdisclosure(PD)

program.Hospitalpwsomd wereedueatedtimugh tlwultymeetings,hospitalcommittees,in-housti

publicationikaturearticles and flyers. The community was intlxrned of our inten~purposeand

issuesdated to this rescarohp+ct by a talk radioshow, radiopublicsemiccarmxmecrncms,

adverti- andfoaturcarticlesin localandregkmdnewspapers.Additionally,the interaotivc

‘Am *W m heldin theHvTC. A call-inlinewasestablishedfor communityfdback.

Results Anozc-s of70 manpowerhourswemrequiredbrow PD.AU(xxnmunitios

acknowledgedthegzavityof theproblemhoed bytheseverelyinjuredpatient.Jnitd slu?ptieism

wasewwtemd aboutthe motiwth of the institutionto involvethecommunitym hospital

a&it& theSa&tyOfthc “~ phe4 lhetity populationshoulderingan *

P- (T- ~~t) ~~~ tib andthelossof individualdecisimnaking

liberty, Thoughuniversaleonnmmityacqtamx ofthis reseamhstudywasnotachi~ tic

educationalprocess&nini&d thexw+jorityofthecommunity’ssuspicions,

ConclusionsThoughPD ofolinieal &oh is diffiedt andtime+oomn@ theresultsoaebe

wasnqttuvughextensive West and fidwi$d~ w.

,,
Thvnum A. Sancora, M. D., Aasoc. Prof.:... . “... of Surgery, All@mny Unlverfi$ty of the

Heal th ScduL.&-MCI?, Dep c. of Surgexy, Di.v. of Trauma & Surg. Crit. Care.
3W0 Nenry Avenue,Phllade.lphi a, PA 19129 !:. .:4.,,,. (21.5) 842-6.567

;.:, .... .. ... . . ... ,,.,,. ... . .. . . . :,, .’,: :.,,:,....::,. . .;...,:.,!,, . .:.. ...!!.,,; . ..<..1..,, ,,, $,..,

>L oJ1/’GLA
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contact: Exyrtq
RuthAwl D&y
(215) ~

NEW ADVAN~~S INTIMUMA URE FORYOUR QMMuNIH

BA :15

EACHU~~l~XF~pU~E4AqT0F

~U&fA~C lNjURY.INMANY CASES, BLOOD IXXS IS ~ CAUSE OF

DZATELRESEARCHWl”HA NEW MOW SUBSmTUTMI$jMUNG

co~~ AT AL~
~ HmTIAIs, I&P. THIS

-ARCH COULD SAW YOUR LIFE. K2RIN’FORMA~, CALLI-&)&

PKH-I’EALIH,

-Xh
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“ NIENIORIAL JOINSNAT{ONAL TWUN1.% RESEARCH STUDY
June [2.1997

Memorial [MedicalCenter, Inc.. isone of about 30sites nationwide chosen to study the
effectiveness of a new blood substitute that possibly could save the lives of trauma patients with
severeblood10SS.The oxygen-carrying hemoglobin solution is pan of a new “group of blood
substitutes having many potential applications and af~ectingmillionsof people. Every year, near[Y
1.2million “peoplesustain severe traumatic injuries. More than 150,000 of these people die. making
trauma-related injuries the number one cause of death among Americansages{through45.

Memorial’s research studywilltesttheeffectivenessandsafetyofthebloodsubstitute,

Diaspirin Cross Liilked Hemoglobin (DC1-~). in treating patients with serious traumatic
hemorrhagicshock (severe blood loss due to serious injury). Nationwide, a total of 850 patients will
be enrolled in this clinical trial. The study is expected to last approximately a year and is
sponsored by Baxter Heakhcare Corporation. Memorial has been chosen to participate due to the
presenceof research staff, trauma team. nurses, and lab technicians to suppoti this type of research.

Memorial Medical Center would like to make panicipation in this study available to its
patients who suffer from severe traumatic hemorrhagic shock even when it is not possible to get
informed consent from a family member or legal guardian prior to giving the blood substitute.
Accordingly. Memofial Medical Center is tating this opportunity to communicate with the
community and inform potential patients. guardians, and other appropriate parties of the potential
useofthknew product.

—_ Between 10 and 20 patients will be enrolled in the study at Memorial. Half will receive the
blood substitute and ha!f will receive a saline solution. In addition, current standard treatment,
including blood transt%sionwhen appropriate. will be administered to all study participants.

The blood substitute is man-made and derived from human red blood cells which would
othefise be wasted. It has potential applicationsin situations where large amounts of blood loss
can result in a lack of oxygen to vital tissues. Patients can go into shock, wh[ch can lead to multiple
organ failure several days or weeks atler the initial injury. The blood substitute has been shown to
carry oxygen to cells and tissues and seems to increase blood flow to vital organs.

Use of the blood substitute as a supplement to blood transfusions also saves critical time in
stabilizinga badlyhurt patient because it does not have tobe typed or cross-matched. The solution
has been heated and filtered to reduce the risk of blood-borne inf~ions. The blood substitute has
been studied extensively over a four year period in c!inica! trials involving more than 700 patients.
Of the approximately 350 who received the dru~ a few temporary side-effects were noted. These
includedchanges in some lab test results, a tempora~ yellowing of the skh (unrelated to liver
damage), temporary reddening of the urine due to the red color of the product, nausq and back
abdominal and muscle pain. Blood pressure may be elevated following administration.

Because trauma patients are often so severely injured, they may not be able to give consent
to participate in the drug trial, and family frequently cannot be located or reached quickly. For this
reason. the U.S. Food and Drug Administration and the Otlice of Protection of Patient Rights
allows waiving consent in studies of emergency therapies when the potential benefits outweigh the
risks. lt is critical in trauma situations that the blood substitute be given within the first hour that
the patient is being treated. Once the families are found. they will beinformed of the study and can

-..- .. decide on continued participation.
Nledix inquires should be made to Dereksmith, MMC Corporate Communications, at

(912)350-6874.
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MEMORIAL MEDICAL CENTER
STUDIES NEW TREATMENT for

PATIENTS WITH SEVERE BLOOD LOSS

Memorial Medical Center, Inc. has been asked to evaluate a new treatment for seriously injured
patients admitted to its Emergency Room with seiere loss of blood. The new treatment, a
patented pfoduct developed by Baxter Healthcare. inc., has potential as a blood sustitute during
the emergency treatment and recovety period. Patients enrolled in the study will also receive
standard treatment including blood transfusions.

The U.S. Food and Drug Administration requires new drugs and therapies to be proven effective
with volunteer human patients before approval for marketing. The FDA has ruled that a patient
whose life is in danger, is unable to consent. and for whom there isno one available to give
consent may be given an experimental treatment when the potential benefits outweigh the risks.
Patients or their familkswillbe notified at the earliest opportunity of the patients’ inclusion in
the research study.

Memorial Medical Center wouldliketo make participation in this study available to its patients
who suffer from severe traumatic hemorrhagic shock even when it is not possible to get
informed consent from a familymember or legal ~mardianprior to giving the blood substitute.

-_ Accordingly. Memorial Medical Center is taking this oppofiunity to communicate with the
community and inform potential patients guardians, and other appropriate parties of the
potential use of this new

Public input is welcome.
following address:

product.

To communicate with us on this subject, please write to usatthe

Memorial Research Center
Memorial Medical Center

P.O. Box 23089
Savannah, Georgia 31403-3089
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Cutting~edgemedical
technologyin SavannahI

By Franc&Zaa

While some may. think
bannah’s small-town ssnnosphere
may limit the availability of the
tewtst medical trcat&n* several
Irea physicians are currently ofkr-
ng state.of-tlte-afi techniques to
he region.

~. %nk his, Pr. John
)uttenhaver and Dr. Ray Rtrddph,

Ill of whotn Ud Utt of Memorial

~h&al ~, ea& &cr their pa-

ients a unique fotmofmatmcnt that

&crclnmw&auy~tipa-
denrs’aslwiwdrataa mksccsthe

4krtnfi3rt$md~~ ~~~

Memorial Medical Center’s
rrauma center is one of only 30 hos-

. ritxls nationwide that is &tic}pat-

{

itw in a study to test a new Ikod

Astitute, Diaspirin Cross-Linked
flemoglobimin treatingpatients
with acrlous traumatic hcmorr&ic
shuck which &cad by dramatic

.. blood loss due to serious injury.
Daviq as chiefof~“- ~.-~:,

: tmrscestheprogmm.
The bloodmdktute, explained

~Vi$, is synthcs~ ~ &~tcd

I

blood that has reached the CA of
its shelf life. TM hemoglobin
molecules arc takq out of the
blood, linked togcth~, di~ arc
c]iminarecf, then is prepared to be

~ ~:’~:: ~ UP ~~ ~: years.” Donated
,.

accumtc !uctlld fnr &Kting po.
tentidly cmmrou., lumps using an
hwffisc ultrasound device.

‘Until acnupledyears WA” said
Ru&~k “allUbsoundsofbs tis-
SUCSWeretkme,~ a *i*.”

7hc di&rence k that if you
COtSW t<l IltC O@ ~n~ ~v~ an &

nomudity but ~n’t fw{ it, {Vithin
~(1mi!qlt(.4] ~nn tell if it’s cmw-er cr

not, w ~yqwstd to waiting “untilthe
next day ((* traditiomtl mctlt&n
he said. t\ biopsy of suspected cnn-
cccou tiswe$ -n IX done with a
nccdlc, gukkd by an ukrasound
monitor. 7’jix @y, we can talk
shout it ri~ht a~y, as opposed to
putting the jaticnt to sleep. doing
a surgicrtl M-spsy,waiting fix them
to wake up tmd then trying tl} dis.

cuss rhc implications,” hc ~id.
7his k much moreqt~ient.w

7hercis noknowncauad
no known cure fa breast cancer,”
Rw4d~Isaid,% whole csscncc of
IXeastcanccristhatwtncrtwhohave
longsrlrvw nltcsarcthconea who
havchadthcircanccrdcteetedcady.”

mlcbestway to increase Jetcc-
tion of breast cancer, according to
Rudolph. is self-examination, regu-
lar clinical exams and annual mitm.
niograms srdrting at age 40.

In men, prosratc cancer is as

prcvalcrst os breast cancer is in
women, Duttenhaver said. [(’s the

,..
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Red Goss for diseases including

HIV, AIDS mu! hepatitis. Blood
used for the substitute is put
through :1hcnt process tocliminmc
any undetected diseases.

Among the benefits of the syn-
thesized ldoud, said Davis, include
its being free of blood-borne dis-
eases, a long storage life, and, most
importnnrly, the ability to use it
with patients of any blood type.

“Because you get rid of the red
blood cells, there are no ctm\patibil-
ity problems,” he mid.

“This is only for d~e sickest of
the sick,” explained Davis. ‘The
people who participate in this study
wi]l he multi-system trauma victims
who have lost at least 40 percent of
their blood volume — only 10 or 20
patients will qualify for the study”
over its one-year duration.

“Bawd on AC results of the study,

the substitute could k generally
available within three yearn. “This
might not eliminate the need to give
blood, but will hC1pgreatly whh ViC.

tires of acute trauma,- he said.
Breast cancer will strike one in

every nine women in the United
states, and 32 percent of women
who die from cancers each year die
from breast cancer. in response to
those statistics, vast amounts of
time and money are being spent re-
searching ways to beat breast can-
cer. Rudolph offers a non-invasive,

. . .. .

.,-.

men, account in~ h one-rllird of
cancers d iilgn(fid each year.

Duttenhaver said that, in the
pint, dle effectiveness of treatment
was limited hy the am(wnt ()[ radia-
tion that wm able to be trmsmitted”
n> the cancerous glmd. A new
treatment called raditx~ctive seed ,
implant therapy holtk lots of
promise for increasing cure mtes for ‘

this type of cancer.
‘The key to curing cancer is

getting the highest dose of radiation

to the cancer,” Duttenlutver slid.
He said that prior to the intro-

duction of implant therapy, the
amount of radiation that could be
used to treat prostate cancer was
limited by the propensity for the or-
gans and tissues surrounding the
prostate gland to absorb excess ra-
diation, potentially crwsing compli.
cations such as radiation bums.

The new technique involves in-
troducing radi~crive pelle~ or
seeds, into the pr~tate gland, pre-
cisely placing them near the cancer-
ous tissues with a ~lle guided by an
ultrasmtnd rmmitor.The seeds me &-

siwwd to emit radiation fix two to six
months, keorning inert within a
year. “By placing the seeds precisely
within the gland, we can double the

dttse to 16,000d (mdiittion ab-
sorbed dose, a ~andivd radiation
measure), which pushes the cmc rare
up to nearly 90 percent,” he 5aiJ.’%

., ...,. ,.,
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~ MMC research

coordinator expands
“On study @Cy .

“Thankyou for the vw @sMve’
rticle in the Aug. 1“-7,’ 1997
;eorgia Guardiant “Cutting-edge
dediqal T~o@.in ~efl

ln order to implement the pro-
:OCO~ *lCh tiCiS Zeta described
n his intemiew with Dr. Frank
Davis, the FDA has approved this
prticular study (the use of a syn-
thtitc bkmtlsubstkute in victims of
severe trauma) to have “deferred
consent.” Thii meaqs the drug can
& administered hnmediately with-
out the usually lengthy and intense
process of obtaining consent from
the patient or family. The adminis-
tration of the diaspirindrugmusebe
finished within 60 mhmces of the
patient arriving in the emergency
room, and there are numerous lab
and other d~oatic procedures to
be completed before the administra-

tion of the dnm induct. Also,on chat th~ decision will be honored-.
many occasions,.unrespoasiv~Or
otherwisenot responsible patients
arrive at the ER alone and without
cleat informationon how to contact
their families imrnediate[y.

Therefore, the FDA has grant-
ed rhis special privilege (of deferring
the consent process) to Memorial
Medical Gnter and the other hos-
pitals participating in the SCUJY.
with the proviso dwt informed con-
sent will be obrahwd as soon as pos-
sible. With these “total body
crunch” patients who have suffered
severe, multiple trauma with hem-
orrhage. this almost i~lwiiys means
that the responsible fxmily memkr
will be the person [Osi~m the fimn,
afier king comprehensively odvi.sed
of benefits d “riskshy (me of the
physicians in rh~ study.

Thk resptmilde perstm hns the
unimpeded ch( ~ke :u thm time K!
state that the study muy n(~rc(m-
retinueand he (w she is so advised

immediately without prejudicing
any other alternative treatments or
affecting the patient’s care in any
adverse”manner. Of course, the re-

sponsible person also has the ctitce
to allow the patient to continue in
the study. The procedures after the
initial administration of the drug
are no more than “{ollowing” the
patient to see how his or her coridi-
tion fares for the following 28 days
aker admisdon. Some lab work is
involved,. but charges for these
tests, as well as:for-dw drug i~!f~
are paid for by the sponsoring drug
company, Baxter Labor~cories.
Administmcion of the Jrug is not,
under iiny circunwtances, repemi
ikr the initial J(NNLW. %

Earl %nfurd, RN BSN CCRC
Certified Clinicxl Resenrch
Gxdinmw

Rcsemch Center
Memlwiid MeJicnl Center

,. .,...,.“<,., .,.
------ .. .... . .... .. .
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Newscast,July15,1997
Channel3,WSAV, NBC affiliate
Savannah,GA

Introduction:News anchorsintroducedproductasa“...newbloodsubstitutewhichcansavelives.
Some expertsbelieveitmaybebetterthantherealthing.”

SegwaytoFamilyHealthReporter,KristinHillat”MemorialMedicalCenterwheretheproduct
isbeingtested.”

KristinHill:“You’rerushedintotheemergencyroomwilhaseriousinjury.You’velostalotof
bloodandaregoingintoshock.You needbloodfastbuttypingandcheckingforantibodiestakes
time.Usinganewbloodsubstitutemadefromoutdatedbloodcouidsavetimeandyourlife.”

Dr.GageOchsner,ChiefofTraumaServices,MemorialMedicalCenterexplains:“Thesolutionis
giventhroughtheveinandearlyon.Patientswho getthisaregivenitwithin30minutesof
arrival.”

KristinHill:‘WhenLifeStar(helicopter)oranambulancebringsinatraumapatient,usingthe
bloodsubstitutecansavecriticalamountsoftimebecausebloodtypingisnotnecessaryandthe
bloodproductcanbestoredintheemergencyroom. Memorial Medical Center is takiig part in

—.— National test trials.”

Dr. Ochsner: ‘We will be giving solution to patients who have a 40% chance of dying or greater
because of blood loss.”

KristinHill:“Memorialwillenroll10-20patientsinthestudy.Priorconsentisnotrequiredby
FDA forapatienttoreceivethebloodsolution.”

Dr. Ochsner: “FDA has authorized use because of the potential benefit of using this outweighs the
risk associated with it.“

.-

KristinHillexplains:Asthebloodsubstitutecarriesoxygentocellsandtissuesitincreas&bl~od
flowtovitalorgansjustlikerealblood,butkeepslonger,andwhengivenwithrealblooditmay
meanbettersurvivalratesandfewercomplicationsfortraumapatients.

Closing: Program ends with the following message. “For more information on the study call
Memorial Medical Center Trauma Research Study, Phone number 912350-8707.”

,!, !!!1
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Clinical Trial of Diaspirin Cross-Linked
Emergency Treatment of Patients in

Hemoglobin

Shock

Memorial Medical Center is among 35 major trauma centers that are evaluating a new treatment
for critically injured patients with severe blood loss. The treatment involves administering an
experimental blood product to such patients, who face a major risk of dying despite the best
medical care. Baxter Healthcare, Inc.. has developed the product, Diaspirin Cross-linked
Hemoglobin (DCLHb7M),which is being tested during the emergency treatment of trauma
patients in shock. The trial, which is authorized by the U.S. Food and Drug Administration,
requires public notice because it will occur under emergency conditions that may require an
exception from informed consent. The following is to help to prepare you to answer potential
questions about the trial.

Q. Why is this trial being performed?

A. Seriously injured patients frequently arrive at the hospital in shock with significant blood
loss. Despite the best care medicine has to offer, as many as 40 percent of the most
critically injured patients will die from their injuries. Studies suggest that DCLHbm may
improve the chance of suwival following severe blood loss. The product has the greatest
chance of improving survival andreducing complications when it is given immediately
afier the beginning of catastrophic shock and bleeding.

Q. What is DCLHbm?

A, DCLHbm k a purified hemoglobin (the part of blood that carries oxygen) preparation
made from human blood that has become outdated on blood bank shelves and is no
longer usable for transfusions. It is filtered and heated to reduce the risk of blood-borne
inf-tions including AIDS. DCLHbm may restore blood pressure, increase blood flow to
vital organs and carry oxygen to cells and tissues. Because blood typing is not required
and the product can be stored in the Emergency Department DCLHbw can be given
immediately afier a patient’s arrival, saving critical moments in stabilizing a trauma- -
patient.

-..

Q. DoesDCLHbm replace the need for blood transfusion?

A. DCLHbw is administered j.naddition to transfusions that may be needed to treat the
injured patient. (Since the product is made from human blood,it would not be suitabIe in
treating patients whose religious beliefs forbid blood transt%sions.) Patients will still get
all standard therapies in this study, including blood, fluids and surgery. Although
DCLHbW may reduce the numberof blood transfkions required to treat the injured,
volunteer blood donations are still vital.

! , ,-.. .-f ,. ! ,,
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Q. What is an exception from informed consent and why is it necessary?

A. Because trauma patients are oflen so severely injured, they may not be able to give their
consent to patiicipate in the drug trial. Still, they are in critical need of immediate
treatment. The U.S. Food and Drug Administration has granted an exception from
informed consent in such cases. They have carefidly evaluated DCLHbw and
determined that the potential benefits greatly outweigh the risks of participating in the
trial. As a result, patients maybe enrolled in this study and receive DCLHbm when
informed consent is not possible.

We will make every attempt to obtain consent from patients, theirlegalrepresentatives,

or family before DCLHbw is given, and all patients and their family members will be
completely informed of their participation as soon as possible. At all times, the patient or
their representatives may decline fixther participation in the study. There are no known
risks to patients who decide not to continue in the study.

Q. What arethe risks and side effects of DCLHbm ?

A. DCLHbw has been extensively studied in randomized trials involving more than 700
patients over a four-year period to evaluate its effects. Of the approximately 350 who
received the drug, a few temporary side effects were noted. These included changes in
some lab test results, a temporary and harmless yellowing of the skin (unrelated to liver

damage). temporary reddening of the urine due to the red color of DCLHbw, nausea
and back abdominal and muscle pain. Blood pressure may be elevated following
administration; however. this may be beneficial to patients in shoclq whose blood
pressure is dangerously low. Independent experts will monitor patient safety throughout
the trial.

Q. Who will be eligible to participate?

A. Approximately 30 patients with low blood pressure and in shock from blood loss
following traumatic injurywill be enroIled at Memorial over the next 18 months.
Approximately half of these patients will receive the blood product along with otl& --
treatment. This product will be given only to patients who have such major blood loss
that standard therapy may not be enough to save their lives. A total of 850 patients will
be enrolled nationwide at 35 trauma centers. No additional charges will be incurred by
patients as a result of participation.

—-
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16 Notations to physicims:

Dr. Raymond P. Byrne, Trauma Senices, will seine as principalinvestigator in a study on Diaspirin Cross-Litied Hemoglobin that will
begin by August. DCLHb, a ~-made hemoglobin solutlon, WI1l be used in
patients suffering t~aumatlc shock from blood 10SS. Dr. N. JOb stewa~ ‘

Emergency Se~ices w1ll join Bwoe as co-investigator in the study.
RMH is one of 40 hospitals nationwide, and the only one in South

Carolina participating in the study. A maximum of 20 patients will be
eli,gible to participate in the study during the next 12 months. For more
information, call 434-6418.
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New treatmentto be testedatRMH
?

MH is one of40hospitals nationwide and the first in South
I

pasteurization process to significantly reduce the risk of viral

CaroIina that will begin usine a t)otentiallv life-saving transmission.Becausetheproductismade fhm human blood cells, it

~treatment in August~or pati~n~
h severe traumatic injuty. The
mnent being researched is made from
nan red blood cells and is called
@tin Cross-Unked Hernoglobh
m).
%putposeofthe study isto6nd
:how well the new hemoglobin
don works in treating or preventing
MIeffectsofbloodiossdueto
~.- ‘“~lncludkqshocksevere
6 Jeah”saysDr.Ra-d
aoe,medicaldirectorofTmtJtna
*and pdndpdinvestigatorofthe
*.“WChopetheuseofthkproductas
qpkmentcoourlife-saving
C4res will improve patient
comes.
“Iles@te our be$t efforts, about
percmt of Uauma patients with
remely low blood presmre die, most ~
ttt from bkeding problems. Large
outua dblood 10sscan resu!t in lack

*“” :@@@*”*8’M-
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of tmtinmniitillIilmorP8nent8wlule
~ to vital tissues, which can lead to w-m

Itipk organ failure. DCLHb may
reisebloodtlowandoxygento the organs, helping stabilize a
ient qukk.Patientsinthisstudystillwillreceiveallstandard
~~ kludingMoodproducwfluikmedicationsandsurgery.”
KIM &aputifiedhemoglobmsokkm,thepartofbloodthat
* oxygenthroughoutthebody.Thesolution is made firm red
od cells donated by healthy volunteers who have been testedand

nd negativefm the vitws that cause hepatitisand AIDS. In
Mm, DCLHbsolutiongoesthrougha specializedfiltrationand

will not be suitable for treating patients
whose religious beliefs forbid blood
uansfusions.

“While we’re excited about the
possibility of this research increasing the
suwivability of ttauma Patienm we rdso
are excited about it possibly extending the
community’s blood supply,” says
Dr. John St- director of Emergency
se~ces and co-investigator in the
-project.’Thiscould helpextend
our resourm nationwide.”

The study, which is authorized by the
U.S. Food and Drug Administration
(FDA), will be randomised. This means
half the participants will receive the
solution and half will receive saline
solution after receiving all standard
therapies. Neither the patient northe
doctotwiUknowwhichsolution the
patient has been given.

The study will -be monitored by an
independent data monit&ing committee.
Tmuma patienta musitmeet strict criteria
beforebeing given the new treatment.Part

oftheincktskmcriteriabdudesbeing18yearsofageorOkkt,

evidence ofhmorhge, andlowblood pressure. Of the 1500
patienta TmnnaSewii treatseachyear,approximately 20 patients
will be eligibk to teceive the new product in the next 12 months

-~ti.
Employees are invited to attend a news eonkrence about lXLHb

at 10.30 a.m., July 8, in Dining Room B.

For more infotmatb d Tmuma Services at 6418. U

~nMIER PURCHASINGPROGRAM STRENGTHENS
I’UiiLITY,IMPROIIES COSTEFFECTIVENESS \
Strengthening quality and improving cost effectiveness are contract prices.” I

remitments RMH states in its vision sratement. One such way According to Gamin, there are some exceptions, such as when!
. . . .
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New Treatment to be Tested at RblH

RMH is one of 40 hospitals nationwide and the first in

South Carolina that will begin using a potentially

life-saving treatment in August for patients with severe

traumatic injury. The treatmen”t being researched is made

from human red blood cells and is called Diaspirin

Cross-Linked Hemoglobin (DCLHb).
.;“

“The purpose of the study is to find out how well the

new hemoglobin solution works in treating or preventing the

harmful effects of blood loss due to severe injury,

including shock, severe illness or death,” says Dr. Eaymcmd

Bynoe, medical director of Trauma Senices and principal

investigator of the study. “We hope the use of this product

as a supplement to our life-saving procedures will improve

patient outcomes.

“Despite

patients with

from bleeding

our best efforts, shout 40 percent of
-.

extremely low blood pressue die, most

problems. Large amounts of blood loss

trama-,-

of “them

can

result in lack of oxygen to vital tissues, which can lead to

multiple organ failure. DCL Hemoglobin may increase blood

flow and oxygen to the organs, helping stabilize a patient

quicker. Patients in this study still will receive all

standard therapies, including blood products, fluids,

medications and surgery. n

DCL Hemoglobin is a purified hemoglobin solution, the

....,...,.!.!,’, -... ,.,..-.-.-—... . .
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part of blood that carries oxygen throughout the body. The

solution is made from red blood cells donated by healthy

volunteers that have been tested and found negative for the

viruses that cause hepatitis and AIDS. In addition, DCL

Hemoglobin solution goes through a specialized filtration

and pasteurization process to significantly reduce the risk

of hepatitis and AIDS. Because the product is

human blood cells, it will not be suitable in

patients whose religious beliefs forbid blood

made from

treating

transfusions.

“While we’re excited about the possibility of this

research increasing the su~ivability of trauma patients, we

also are excited about it possibly extending the comunityts

blood SUpply,H says Dr. JOhn Stewart, director of ~ergency

Semi.ces and co-investigator in the research project. ‘This

could help extend our resources nationwide.”

The study, which is authorized by the U.S. Food and

Drug Administration (FDA), will be randomized. This means

half the participants will receive the solution and half

will receive saline solution. Neither the patient nor the

doctor will know which solution the patient has been given.

The study will be monitored by an independent data

monitoring committee.

Trauma patients must meet strict criteria before being

given the new treatment. Part of the inclusion criteria

includes being 18 years of age or older, evidence of

hemorrhage, and low blood pressure. Because of this, out of

,, ...!.!,,,!,, ... ..............”



the 1,S00 patients Trauma Semites treats each year, Bynoe

says only a maximum of 20 patients will be eligible to

receive the new product in the next 12 months through the

study.

For more information, call Trauma Senices at 6418.

. .
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CommunityLeader

Dear,

Itisimportantto recognizethat trauma, no matter the cause,has a veryhighmortalityrate and is the leading
causeofdeathfw peopleaged144 years. Traumais surpassedbyonly cancerand atherosclerosisas a leading
causeofdeathamongallAmericans,Approximately60millioninjuriesoccureachyear. At leasthalf of these
peopk requiremedicalcareand of the 30 millioninjuredpeople,3.6 millionhaveto be hospitalized. Ricldand
MemorialHospitalevaluatesover 14,000patients involvedin traumain the Midlandsof SouthCarolinaeach
year with approximately1500admissions.

“,
Traumaisresponsiblefix 145,000deathsm the UnitedStateseachyear.A majorportionof thesedeaths occur
withinthe first hour following the traumaticevent. Manyof thesedeathsareassociatedwiththe inabilityto
restore the blood pressure (shock). 13e@te recent medical and surgical advancements,treatment of Ii,fe-

— threateningshockfromblood loss secondaryto trauma is not alwayssuccessfid.

Trauma Semites of RicMandMemorialHospitalis excitedto announceitsparticipationinaFederalDmg
Administration(FDA)approvedefllcacytialofDMspirinCross-LinkedHemoglobin(DCLHbw) inthe
treatmentofseveretraumatic knorrhagic shock DCLHbw, a Baxter Heakare produ~ is a ptiled
hemoglobinsolutionmadefromhuman bkod.llw potentialadvantagesofDCLHbW are:1)itdoesnothave
tobematchedtothepatient’sbloodtype,2)itisimmediatelyavailableforinfkionintraumapatients,and3)
ittmqmrtsandurdoadsoxygentothebody’scells.Theprocessingofthisproductefftztivclyreducestherisk
ofAIDSandotherinfdousdiseases.TestingforcarcinogencityfwDCLHbW wasnotnecesarybecauseit
isabiologicalformulationofnaturalbloodprofiin.Blo@ or its products,have never been implicated in
causingcan=.

.-

Patientsthatwillbe inc!udecimthe studyare-traumapatients that havean estremelylowbloodpressufc,(Class
IIIor IVHemonhagicShock)secondaxyto car or motorcyclecrashes,gunshotwounds,stabbings,assaults, or
Ms. Exclusioncriteriaincludeage less than 18years, pregnancy,or closedhead injuzy.The study will help
dctuminethe effectivenessof DCLHbw in this trauma patientpopulation.All traumapatientsenrolkd in the
study will receive,alongwith the study solutio~ all currentstandardorusualtreatmentsforshock.Thismay
includeintravenoussolutions,bloodand/orbloodproducts, medications,or surgay.

Dueto theseverityof theirinjuries,most patientswillbeunabk to giveinformedconsent to participatein this
valuableproject,However,every&“ wiil be madeto obtaininfbrmedconsentss soonas possiblei%omeither
thepatientor nextofkin. Thencxtof kinor kgal guardianmaywithdraw the patiult fromthe studyat any time<
ThispIXXXIUXfollowstheFDA’s” E..cep(ionfromInformedConsentRequirementsfor EmergencyRes=h”,
#21CFR50.24.——

W participationalongwith39 otherhospitals will give the FDAtheappropriatescientificda~ to evaluate the
effectiveness of this new solutio~ DCLHbw. The study will be monitored by an independent safety group
which is not affliliatcdwith Baxter Healthcareor Richland hkmoiia! Hospital. Approximatelytwenty (20)

.. .-
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trauma patientswill be enrolledin this efficacystudy at Richknd MemorialHospitalovera 12month pcri~
withat least 850 patientsenrolledat the 40 centersnationwide.

Inlightofan ongoingnationwidebloodshortagqTraumaServicesofRicMandMcrnoriaIHospitalsincerelyf~l
thatDCLHbw willnotonlybefitpatientsenrolledintbestudybutwillofftiasignificantlyimprovedchance
ofsuvivalfmmanymom traumapatientsintiefiture.Foradditionalinformationonthisvexypromisingnew
solution,pleasecontactDr.RaymondBynoe,Dr.JohnStew@ orJayH- RN. at803-434-6418.Jn
additi~youarcinvitedtoattendapressconfkrcnoeonTuesdayJuly8,1997,inDiningRoomB ofRichland
MemorialHospital,at10:30am.

sincerely,
.:

RaymondBynoe,MD,FACS
Medical Director,TraumaSemkxs

.

N. John Stew@ MD,FACEP
MedicalDirector,EmergencyMedicine

VinceFord
VicePrcsidengCommunityServices
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The Eticacy Trial of Diaspirin Cross-Linked Hemoglobin(DCLHb) in the
Treatment of Severe Traumatic Hemomhagic Shock

Trauma is the leading cause of death in Americans between the ages of 1 and
44 years and is surpassed only by cancer and artherosclererosisas a cause of death
in all age groups. Approximately60 million injuriesoccureach year and at least half of
these people require medical care; of these 30 millioninjuries,3,6 millionrequire
hospitalization.Trauma is responsiblefor 145,000 deaths in the USA each year,
frequently from shock that is refractoryto resuscitationefforts.

,. .

The Trauma Se~ice of Richland Memorial Hospitalis excitedto be able to
informthe medical communityabout the Senfice’sparticipationin a multi-centered
efficacystudy about Diaspirin Cross Linked Hemoglobin(DCLHb). DCLHb is a purified
human hemoglobin solutionthat can be utilized in the treatmentof severe traumatic

— hemorrhagicshock, This solution, unlike traditionalbloodproducts,does not require
cross-matchingand is thus immediately available for infusionin the trauma
resuscitation.Blood that has been screened for HIV and Hepatitisvirusesis heated
and filtered during the pasteurization process to make DCLHb.

DCLi-ib, in the preliminary studies, has been shownto effectivelytransport
oxygen in vivo as demonstrated by a P50 equal to that of pure human red blood cells.
DC1.Hbhas also been shown to optimize vital organ bloodflow, prevent tissue
hypoxia and latiic acidosis, and ultimately improvesurvival.DCLHb has also been
shown to be effective in small volumes, and thus may improveperfusionin the trauma
patient without the untoward effects of large volumeuystalloid infusions. : :

Patients can be enrolled in this efficacy trial if they demonstratesevere shock
with signs of hypoperfusion. Patients, such as these, have a projectedmortalityrate of
400A. The primaiy purpose of this study will be to determinewhether this infusioncan
reduce 28 day morbidityand mortalityfollowingtraum~lc hemorrhagicshock.

Approximatelytwenty patients will be enrolled in the studyat RMH over a 12
month period, w“that least 800 enrolled in 40 centersnationwide.For additional
informationon this ve~ promisingnew solution, please contactDr. RaymondBynoe,
Dr. Richard Bell or Jay Harem, Trauma Coordinator,at 434-6418.
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Trauma Research Study

Research led by Dr. Raymond Bynoe, Dr. Richard
USC and Trauma Services. Expected to begin the
beginning of August.

RMH is one of 40 sites nationwide.

Bell, Stan Fowler of
end of July or

Research is using a derivative of human blood products. Will use with
patients who have traumatic blood loss and shock. Recipients will have
to meet strict criteria. There will be about 1-2 patients per month
who will receive the product.

The product will be given to these patients because they have a high
mortality rate, and this product may help them by increasing the body’s
ability to deliver oxygen to it’s cells.

Secondarily, another benefit may be the possibility that use of the
product can extend the community’s blood supply.

We will be informing the community of the study through letters to
community leaders and special interest groups and through a press
conference either the end of June or beginning of July.

In other areas, there were a few community concerns about using an
‘artificial” blood product. This is not an artificial product, it
contains human components. Jehovah witnesses can’t receive it.

Another concern to be aware of is the consent process. As in any
trauma situation, consent to use the product WZ1l be sought from
family members, however, the trauma team will use whatever it can
to help a person sumive. And, that may include use of this product.

For questions, call Dr. B~oe’s office at 6418.
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Questions and Mx3wers
Richland Memorialts Trauma Research Study

Why is this study being performed?

Seriously injured patients frequently arrive at the Trauma
Center in shock and suffering from significant blood loss. The
purpose of this study is to find out how well the new hemoglobin
solution works in treating or preventing the harmful effects of
blood loss due to severe Injury, including shock, severe illness
or death. Approximately 850 patients will take part in this study
at 40 hospitals nationwide. Richland Memorial is the first
hospital in South Carolina to participate.

What is””I)iaspirinCross-Linked Hemoglobin (DCLEb)?
Diaspirin Cross-Linked Hemoglobin is a purified hemoglobin,

the part of the blood that carries oxygen. It is made from red
blood cells donated by healthy volunteers that have been tested
and found negative for the viruses that cause hepatitis and AIDS.
In addition, DCLHb solution goes through a specialized filtration
and pasteurization process to significantly reduce the risk of
hepatitis and AIDS. Because the product can be stored in the
Emergency Department, it can be given immediately after a
patient’s arrival, saving critical moments in stabilizing a
trauma patient.

How is the study conducted?
The study is randomized, meaning half the participants will

receive the solution and half will receive saline solution.
Neither the patient nor the doctor will know which solution the
patient will be given.-This treatment will be given in addition
to standard therapies, not in place of. The trxal is authorized
by the U.S. Food and Drug Administration (FDA),and will be
monitored by an independent data monitoring committee.

Does this replace blood transfusions in the critically injured
trauma patient?

No. DCLHb is administered in addition to transfusions that
may be needed to treat a patient. Since this product is made from
human blood cells, it would not be suitable in treating patients
whose religious beliefs forbid blood transfusions. Patients in
this study will receive all standard therapies, including blood
products, fluids, medications and surgery.

Who will be chosen to participate in this study?
Approximately 20 patients will participate in the study.

There is strict medical criteria that the physicians will follow
to ensure a patient may participate. Part of the inclusion
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criteria includes being 18 years of age or older, evidence of
hemorrhage and low blood pressure.

ROW will a patient know if he or she is receiving the treatment?
Informed consent will be sought from patients if they are

conscious and able to make a decision, and/or by family members
who will be contacted. Every attempt will be made to obtain
consent from the patients, their families or legal
representatives before the treatment is given. As with any trauma
situation, when a patient is in critical need of immediate
attention, the physician will do what is necessary to help the
patient sumive.

The Food and Drug Administration (FDA), in cooperation with
the National Institutes of Health (NIH), issued regulations that
allow for certain emergency research to be conducted with an
exception from informed consent in rare circumstances when the
patient cannot provide consent and the nature of the patient’s
medical condition re ires immediate attention. This study will

Yfit into that triter a. These regulations allow for the
advancement of vital emergency research with careful attention to
the rotection of the xights and welfare of the patients who are

Yenro led in the study. The FDA and NIH expect that the studies
conducted under these rules will allow patients in certain
life-threatening situations, who are unable to give informed
consent because of their condition, the chance to receive
potentially life-saving treatments.

What are the risks and side effects of the treatment?
The product has been extensively studied in randomized

trials involving more than 700 patients over a four-year period
to evaluate its side effects. Of the approximately 350.patients
who have received the treatment, a few temporary side.effects
were noted, including: temporary and harmless yellowing of the
skin, temporary reddening of urine due to the red color of the
product, nausea, and back, abdominal andmuscle pain.

Who should I contact if
If at any time you

call Dr. Raymond Bynoe,
SeXvices at 434-6418.

I have questions?
have questions about the research study,
Dr. John Stewart or Jay Haremof Trauma
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FOR MORE INFORMATION
CONTACT JO HALMES
OR TAMMIE EPPS
PUBLIC RELATIONS, 434-6891

FOR IMMEDIATE RELEASE
June 26, 1997
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COLUMBIA, S.C. -- Richland Memorial Hospital is one of

40 hospitals nationwide that will begin using a potentially

life-saving treatment for patients with severe traumatic

injury. The treatment will be available for use beginning in

August for patients with severe blood loss secondary to

traumatic injuries. ‘

The treatment being researched, Diaspirin Cross-Linked

Hemoglobin (DCLHb), is made from human red blood cells.

‘We hope the use of this product as a supplement to our

life-saving procedures will improve patient outcomes,?

Dr. Raymond Bynoe, med-icaldirector of Trauma SeNices

principal investigator of the study. ‘Despite our best

says

and

efforts, about 40 percent of trauma patients with extremely

low blood pressures, secondary to bleeding problems, die.

Large amounts of bl~ loss can result in lack of oxygen to

vital tissues, which can lead to multiple organ failure

several days or weeks after,the initial trauma.__

‘DCLHb may increase blood flow and oxygen to vital

organs. It also may help us stabilize a patient with severe

blood 10SS.”
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The DCLHb solution goes through a specialized”

filtration process to remove hemoglobin, the oxygen-carrying

component of the blood. The product is then pasteurized to

significantly

patients must

new product.

reduce the risk of viral transmission. Trauma

meet strict criteria before being given the

Trauma Services at Richland Memorial treats ~out 1,500

patients per year. Approximately 20 trauma patients will be

eligible to receive the new product in the next 12 months

through the study.

“Due to the severity of their injuries, most of these

patients will be unable to give informed consent to

participate in this valuable project,” Bynoe says. ‘However,

every effort will be made to obtain informed consent as soon

as possible from either the patient or next of kin. The next

of kin or legal guardian may withdraw the patient from the

study at any time. This procedure follows the FDA’s ~ ~

‘exception from informed consent requirement for emergency

research.‘“

Bynoe is joined in his research by Dr. N. John Stewart,

director of Emergency Senices and co-investigator.

“While we are excited about the possibility of this

research increasing the sumzivability of trauma patients, we

also are excited about it possibly extending the community’s

blood supply, ” Stewart says. “This could help extend our

resources nationwide.”

,. ...!!! !.! !., -., ..-
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If community members are interested in more information

about the research project, they may call Trauma SeVices at

434-6418.
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BLOOD
FROM PAGE B1

Patients chosen for the test
must be at least age 18, have evi-
dence of hemorrhage and low
blood pressure, no evidence of
pregnancy and no head injury.
They will be observed for at least
28 days after the procedure.

Risks are believed to be small,
although the FDA has some con-
cerns about the substitute causing
hypefiension or altered b[ood flow.
Previous trials have produced a
few temporaty side effects such as
yellowing of the sldn, reddening of
the urine, nausea or pain in the
back, abdomen or muscles.

All liability from potential risk is
being assumed by Baxter, Bynoe
said. Richland is one of 40 hospi-
tals nationwide and the only one in
South Carolina panicipating in the
tests, which are to begin in August.
Bynoe’s pattner in the research is
Dr. John Stewaz director of Emer.
gen~ Semites at Richland.

About 40 percent of the patients
nationwide, or 140,000 to IWWO
people, who enter emergency
rooms after severe trauma ulti.
mately die. Bynoe said. IS that
number can be reduced by 10 per-
cent by using the blood substitute,
a significant number of lives will
be saved, he said. The search for a
substitute for blood goes back to
the 17th centtq, with researched
Uying animal blood and wine.

Levona Page can be reached at
771-8512or by fax at 771-8430.
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II.

III.

Hospital Liaison Committee for Jehovah’s Jvitnesses
AIIentown,Pennsylvania oow??o?~?

SERVING THE LEHIGH VALLEY - NORTHEASTERN PENNSYLVANIA - NORTHWESTERN NEW JERSEY

.- -

SHARING RESE.4RCH ON ALTERNATIVE NON-BLOOD MEDICAL MANAGEMENT

Introduction-(2 rnin)

Our Position on Medical Treatment-(3 rein)

A. Informed Choice - Not “Right to Die”

The Doctor/Patient Relationship-(5 rein)

A.ConscienceofDoctodPatient

B.OptionsforDoctor/Patient

C.Protocol

—_ IV. Acceptable Alternatives to Blood Transfusion (10 rein)

A.Nonbloodsolutions

B.Whatabou~bloodstorage,fractions,serums,autotransfusion?

V. How we AreSetupInternallytoLookAfterNeedsofWitnesses

1)HospitiinformationSefi=s “
2) HospitalLiaison Committee
5) Visitation groups
4) Ongoing education

VI. A Sensitive Matte~ Treatment of Children-(7 rnin)

A. Parental responsibility

B. Legal issues

C. Doctor’s opticms

VII. Conclusion-(l rein)
_.—

VIII. Questions and .4nswer Session-(15 rein)

.
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ALLENTOWN, PENNSYLVANIA

HOSPITAL LIAISON COMMITTEE
for

JEHOVAH’S WITNESSES
sSRWNGTHELSHIGHVALLSY.NO~ P2NN3YLVANIA

NOK7HWM%SNNEwJEW~

FWEPTWWW ad Gb@iikzJ UseO@
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Jeephxwc&bmm
3271 Mountain View Dr.
De&bilk, PA l&B99782

Robert P. Dunton
690 N. Ives Street
Allentown, PA 18103

(kegory A Geiger
1912 E. Trernont St.
Allentown, PA 18103

David J. Gensenleiter
2055 Weaversville Rd.
Allentow~ PA 18103

Samuel Thomec 111
1S43 Frankeofield St
AUentown. PA 18104

Ed E. Zieceafut, Jr.
1245 Pine Run Reed
Lehightom PA 182S5

PalmerbrI, PACeaerWtion Xll 61O-7679OZ

EOMS● m 610-8.27-S007
PAX 610.S87.0441 ?ACEE610-330.2769
CEumAl &Wlct?Mm 61$24&HJ6z

&et ~s!ion, AIJen~, PA KS 610.791JJs71

BOME 610-4S-9716 PACEE 610.S30.2768
PAX 61048$73s1

Eaet(h~gsfiea, Allentown,PA CM610-7914s7]

HOME610.S20-6286 PACER610-830.2770
FAX 610-434-0345

Norihampwe,PA4hn~@iom m 610.261.2161

EOME61M64-2466° PAGEE610-S30-2771
UOEK m.3.27.6Qs tmmAR 610730-0711

f

U& 0’= tic.AUenkIve.PA KH 61O-395M54
HOME6N-434.321S0 PAC)X 6]0-21S+13S
mu 610481-692S I

Weddy, PAb~wieri KM717.427-S086

MOUE 61O.37M7O3 PACER 610-S30.2772
FAX 610-677-14SS

*Tt4alberSrW$ tSIFA%aunlbef.?tutcc41bdolctmj@ fn#tuul
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